
1 

L] Registration OPP ldenlifier 
United States Number 

Environmental Protection Agency D Amendment 
Washington, DC 20460 

~ Other 
Application for Pesticide- Section I 

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 
EPA File Symbol524-LOL Sheryl Reilly 

Company/Product (Name) PM# ~ None 0 Restricted 
MON 89034 X TC1507 :< MON 88017 X DAS-59122-7 92 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance wilh FIFRA Section 3(c)(3)(B)(i), 
Monsanto Company my ptoduct is similar or identical in composition and labeling to: 
800 N. Lindbergh Blvd. EPA Reg. No. 
St. Louis, MO 63167 

Product Name D Check if this is a new address 

Section -II 

D Amendment - Explain below. D Final printed labels in response to 
Agency letler dated 

D Resubmission in response to Agency letter dated D "Me Too" Application. 

D Notification - Explain below. ~ Other- Explain below. 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 
Dow AgroSciences' and Monsanto's Response to Uncertainties Raised by the SmartStax® RIB Scientific Advisory Panel, 

Dec 8-9,2010 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child·Reslslant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

0 Yes• DYes DYes 
0Metal 

ONo 0No ONo 
0 Plaslic 

0 Glass 
" Certification must If "Yes" No. per lf"Yes" No. per 0 Paper 
be submitted Unit Packaging Container Package ~t. Container 

0 Other wgl. 
(Specify) 

3. Location of Net Contents lnfonnation 4. Size(s) Retail Container 5. Location of Label Direclions 

D Label 0 Container 0 On Label 

0 On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product 0· Uthograph 0 Olher 

0 Paper glued , <) • ~ 

' ' 
0 Stenciled 

.) <) ) .. 

. ,_ 
Section -IV , 

' , 
<) :) .. ) 

1. Contact Point (Complete ilems directly betow for identification of individual to be contacted, If necessat}', to proces-; Y:itJopplication.) > 

Name TiUe : I. Tel~phonef!,o~ {l~qudeArea 
Dr. Russell P. Schneider Senior Director Regulatory Affairs an<.l •.; ~:Jde) • 

'Policy { ·'' (2<{1>)·~3~-2866 
Certification 

.#, • I • • # . ' 6, Date Application 
I cettify that the statements 1 have made on this form and at/ attachments thereto are troe, accurale and complete~ ' ' 

~ecelved I acknowledge thai any knowingly false or misleading slalemenl may be puru·shabte by fine or imprisonment or • ' ) 
) ~ .... 

both under applicable taw. ' 
• (Sitamped) 

2. Sig~r~ ,.--------
3. Title ' .) .) .) <) 

' 
,-.... ... ~ Regulatory Affairs Manager 

4.~pedName 5. Date 
J. Austin Burns Ph.D. Tel. (314) 694-6514 March 18, 2011 

Please read mslruct1ons on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval Exp1res 2-28·95 
EPA Form 8570·1 (Rev. 3-94} Previous editions are obsolete. White· EPA File Copy (original) Yellow· Applicant Copy 
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'. 

I J 

&EPA UNITEu STATES ENVIRONMENTAL PROt cCTJON AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, s.w .. Washington DC, 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 

Applicant's/Registranl's Name, Address, and Telephone Number: (314) 694-65 I 4 EPA Registration Number I File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-LOL 
Active lngredtent(s) and/or representative test compound(s): Bacillus thwfngiensfs Cry! A.t05, Date: 

Cry2Ab2, Cry IF, Cry3Bb I, Cry34/35Ab I Proteins and the Genetic Materials (Vectors PV-
March 18, 2011 ZMIR245, PHP8999, PV-ZMIR39, and PHPI7662) Necessary for their Production in 

MON 89034 X TCI507 X MON 88017 X DAS-59122-7 

General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: MON 89034 x TC 1507 x 

Terrestrial field crop MON 880 L 7 x DAS-59 L22-7 

NOTE: If your product is a tOO% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exemption Statement_(EPA Form 8570-27). 

D 1 am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form 
shOuld be used for this pur,:~_ose). 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
I am using the cite-all method of support, and have induded wilh I am using the selective method of support (or cite-all option under 

0 thiS form a list of companies sent offers of compensation (the ~ the selective method), and have included with this form a 
Data Matrix Form should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used). 

Section II: GENERAL OFFER TO PAY 

0 [Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements) 
I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application. to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in 

the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-all option or cite· all option under the selective 
method is Indicated In section 1, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or 
an identical or substantially similar product. one or more of the ingredients In this product. and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of Identical or 
similar composition and uses. 

1 certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that! have obtained 
the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I ,a.fl\ the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods>of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; (e) I have notified in writing the company that suff~iMd the study and 
have offered (1) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to compfen~e flegotialions to 
determine the amount and terms of compensation, if any. to be paid for the use of the study. • • • • 

.) ) .) ') .) ) • 
I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation aJld e~id5nce of jheir ~livery in 

accordance with sections 3(c)( f)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Sh<>~llf 4 1~t to produce 
such evidence to the Agency upon request. J understand that the Agency may initiate action to deny, cancel or suspeM lh'e:registration of my product in 
conformity with FIFRA. . ' ) ) • , 

" ) 

I certify that the statements 1 have mado on this form and all attachments to It are true, accurate, and comptetJ,? I lCknowh~dge'thal any 
knowingly false of misleading statement may be punishable by fine or imprisonment of both under the appti'Caoi'e'law. ) 

) ) 

S~MJ Date Typed or Printed Name and;-JWEI • • 

-~· 3-l ~-J.o f{ J. Austin Burns ' ' .) .) ) ) ) ) 

Reg\llatory Affairs Manager 

Monsanto Company Page 3 of5 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response tor reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: March 18, 2011 EPA Reg. No./File Symbol: 524~LOL I Page t of l 
Applicani'SJRegistrant's Name & Address: Product: MON 89034 X TC1507 X MON 88017 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 X DAS-59122~ 7 l 
lngred'1ents: Bacillus t/mringiensis Cry1A.l05, Cry2Ab2, Cry IF, Cry3Bb I, Cry34135Ab1 Proteins and the Genetic Materials (Vectors PV -ZMIR245, PHP8999, PV -ZMIR39, and " PHP17662) Necessary for their Production in MON 89034 x TC!S07 x MON 88017 x DAS-59122~7 (OECD Unique Identifier; MON-89034-3 x DAS-01507-1 x MON~88017-3 x 
DAS-59122-7) 
Guideline Reference Number Guideline Study Name MRIDNumber 

Administrative Materials for Dow 
AgroScicnces' and Monsanto's Response to 
Uncertainties Raised by the SmartS tax® RIB 
Scientific Advisory Panel, 
Dec 8-9,2010 

Dow AgroSciences' and Monsanto's 
Response to Uncertainties Raised by the 
SmartStax09 RIB Scientific Advisory Panel, 
Dec 8-9,2010 

Signature J 
~ 

-------- ~----- -
EPA Form 8570-35 (9·97) 5l~tronic ar.C. Paper ve1stons available. Submit only Paper version. 

Monsanto Company 
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07 -CR -192E-E2 

Submitter Status Note 

This 
Monsanto Comp31!y_ OWN Application 

Additional 
Supporting 

IRM 
Monsanto Company OWN Information 

Name and Title Date 

J. Austin Bums. Ph.D. March 18,2011 
Regulatory Affairs Manager 

Agency Internal Use Copy 

Page 4 of5 

333 

I 

I 

-

I 



&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washinoton. D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response tor registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Divrsion (2 f37), U.S. Environmental Protection Agency, 

Signature 

S.W .. Washinalon. DC 20460. Do not send the 

c/·0-1~ 

w 

v~• .. 
"""' """"' 

" 

v v 

" 

Monsanto Company 07-CR-192E-E2 

Monsanto Company 

Monsanto Conmanv 

Name and Title 

only P?Per version. 

Page 5 ofS 

Tins 

I 
OWN 

I 
AppJic. 

Additional 
Supporting 

IRM 
I OWN I Information 

Date 
March 18, 2011 

Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

March I, 20 II 
OFFICE OF 

PREVENTION, PESTICIDES AND 
TOXIC SUBSTANCES 

RUSSELL P. SCHNEIDER 
MONSANTO COMPANY 
1300 I STREET, NW, SUITE 450 EAST 
WASHINGTON, DC 20005-

PRODUCT NAME: MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
CONWANYNAME: MONSANTOCONWANY 
OPP IDENTIFICATION NUMBER: 
EPA FILE SYMBOL: 524-LOL 
EPA RECEIPT DATE: 02/16/11 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

The Office of Pesticide Programs has received your application for an amendment and it 
has passed an administrative screen for completeness. 

During the initial screen we determined that the application appears to qualify for fast . 
track review. The package will now be forwarded to the Product Manager for review to 
detennine its acceptability for fast track status. 

If you have any questions, please contact Biologicals & Pollution Prevention Division, 
PM Team 92, at (703) 308-8269. 

Sincerely, 

~i·t~ 
Front End Processing Staff 
Information Services Branch 
Information Technology & Resources Management Division 
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j 
)Fee for Service! {8906470-

This package includes the following 

0 New Registration 

(!)Amendment 

~Studies? o Fee Waiver? 

o volpay % Reduction: _ 

Receipt No. S-j 

EPA File Symbol/Reg. No. I 
Pin-Punch Date: I 

for Division 

0 AD 
C!l8PPD 
0 RD 

Risk Mgr. [][] 

a9o647 1 

524-LOL I 
2/16/2011 \ 

his item is NOT subject to FFS action. 

1tRequested: I j 

Granted:~~ 
Amount Due: ~ 

Parent/Child Decisions: 

Uncleared Inert in Product ITID Inert Cleared for Intended Use 

Reviewer:_~c£~/le~"""';LP.a=::;l::::....__----
Remarks: U 

Date: ~ !:u:&t 



\ 
j 

Re: Fw: RESPONSE REQUIRED BY 3/2/11: Proof of PRIA fee payment 
required for protocol review (EPA fife symbol 524-LOL) ~ 
Sheryl Reilly to: Teresa Downs 02/28/2011 04:t9 PM 

Teresa, 

We did ask for this protocol, so it should not be a PRIA submission. 

I apologize for any confusion this has caused. 

Sheryl 

Sheryl K. Reilly, Ph.D. 
Chief, Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs (7511 P} 
U.S. Environmental Protection Agency 
reilly .sheryl@epa.gov 
703-308-8269 (phone) 
703-308-7026 (fax) 
Visit http:/lwww.epa.gov/pesticides 

Teresa Downs 

From: 
To: 
Cc: 
Date: 

Teresa Downs/DC/USEPA/US 
Sheryl Reilly/DC/USEPA/US@EPA 
"SCHNEIDER, RUSSELL P [AG/19201" <russell.p.schneider@monsanto.com> 
02/28/2011 06:59AM 

Subject: Fw: RESPONSE REQUIRED BY 3/2/1 t: Proof of PRIA fee payment required for protocol review 
(EPA tile symbol 524-LOL) · 

Good morning, Sheryl, 

Please see Russ Schneider's email below concerning the protocol that you coded last week. Please let 
me know If you need to see this action; I have it on my desk. 

Teresa Downs 
Information Services Branch 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
phone: (703)305-5363 
fax: (703)305-7670 
www .epa.gov/pesticides 
--Forwarded by Teresa Downs/DC/USEPAIUS on 02/28/2011 06:56AM-·· 

From: 
To: 
Cc: 
Date: 

"SCHNEIDER, RUSSELL P [AG/1920]" <russell.p.schneider@monsanto.com> 
Teresa Downs/DC/USEPAIUS@EPA 
"JENKINS, DANIEL J [AG/1920)" <daniel.j.jenkins@monsanto.com> 
02/24/2011 03:50 PM 

Subject: RE: RESPONSE REQUIRED BY 3/2111: Proof of PRIA fee payment required for protocol review 
{EPA file symboi524-LOL) 

Teresa, 
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Per my voice mail, the protocol we sent to the Biopesticide and Pollution 
Prevention Division was not for their review, but a response to their request 
for a protocol that Honsanto uses to certify manufacturing facilities. There 
should be no fee or PRIA action assigned to this information as it was 
requested by BPPD as a FYI. 

Thanks, and please let me know of your decision. 

Russ 

Dr. Russell P. Schneider 
Senior Director, Regulatory Affairs and Policy 
Monsanto Company 
1300 I St., NW 
Suite 450 East 
washington, DC 20005 
202/383-2866 

-----Original Message-----
From: Do~ms.Teresa®epamail.epa.gov [mailto:Do~ms.Teresa@epamail.epa.gov} 
Sent: Thursday, February 24, 2011 3:13 PM 
To: SCHNEIDER, RUSSELL P (AG/1920] 
Subject: RESPONSE REQUIRED BY 3/2/11: Proof of PRIA fee payment required for 
protocol review (EPA file symbol 524-LOL) 

Dear Dr. Schneider: 

The Biopesticide Division's PRIA team has identified the above action as 
subject to action code B902. Please email me a pay.gov receipt or a 
copy of a check in the amount of $5,789 as .proof of fee payment. 

section 33(B] [2(D) of the Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA), as amended by the Pesticide Registration 
Improvement Renewal Act, provides that the fee is due upon submission of 
the application. We received this action on 2/16/11. If proof of fee 
payment is not received by COB on 3/2/11, then we ~Till reject this 
action for non-payment of the PRIA fee and send you an invoice for 
$1,448. The Agency is required to collect a minimum of 25% of the 
applicable fee even if an application is rejected. If you do not pay 
the invoice by the date specified therein, then the fees will be treated 
as a claim of the United States Government subject to subchapter II of 
chapter 37 of title 31, United States Code. 

If you have questions about the assignment of the above action code, 
please contact Sheryl Reilly at reilly.sheryl@epa.gov or (703)308-8269. 

Sincerely, 

Teresa Do~ms 
Information Services Branch 
Office of Pesticide Programs 
u.s. Environmental Protection Agency 
phone: (703)305-5363 
fax: (703)305-7670 
www.epa.gov/pesticides 
This e-mail message may contain privileged and/or confidential information, 
and is intended to be received only by persons entitled 
to receive such information. If you have received this e-mail in error, please 
notify the sender immediately. Please delete it and 
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all attachments from any servers, hard drives or any other media. Other use of 
this e-mail by you is strictly prohibited. 

All e-mails and attachments sent and received are subject to monitoring, 
reading and archival by Monsanto, including its 
subsidiaries. The recipient of this e-mail is solely responsible for checking 
for the presence of "Viruses" or other "MahTare". 
Monsanto, along with its subsidiaries, accepts no liability for any damage 
caused by any such code transmitted by or accompanying 
this e-mail or any attachment. 

The information contained in this email may be subject to the export control 
laws and regulations of the United States, potentially 
including but not limited to the Export Administration Regulations (EAR) and 
sanctions regulations issued by the u.s. Department of 
Treasury, Office of Foreign Asset Controls (OFAC). As a recipient of this 
information you are obligated to comply 111ith all 
applicable u.s. export la111S and regulations. 
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RESPONSE REQUIRED BY 3/2/11: Proof of PRIA fee payment required for 
protocol review (EPA file symbol 524-LOL) 
Teresa Downs to: SCHNEIDER, RUSSELL P [AG/1920] 02/24/2011 03:12PM 

Dear Dr. Schneider: 

The Biopesticide Division's PRIA team has identified the above action as subject to action code B902. 
Please email me a pay.gov receipt or a copy of a check in the amount of $5,789 as proof of fee payment. 

Section 33(B)(2(D) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended by 
the Pesticide Registration Improvement Renewal Act, provides that the fee is due upon submission of the 
application. We received this action on 2/16/11. If proof of fee payment is not received by COB on 3/2/11, 
then we will reject this action for non-payment of the PRIA fee and send you an invoice for $1,448. The 
Agency is required to collect a minimum of 25% of the applicable fee even if an application is rejected. If 
you do not pay the invoice by the date specified therein, then the fees will be treated as a claim of the 
United States Government subject to subchapter II of chapter 37 of title 31, United States Code. 

If you have questions about the assignment of the above action code, please contact Sheryl Reilly at 
reilly.sheryl@epa.gov or (703)308-8269. 

Sincerely, 

Teresa Downs 
lnfonnation Services Branch 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
phone: (703)305-5363 
fax: (703)305-7670 
www.epa.gov/pesticides 
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~JJ 
-~~ 

Pending r~ceipt of e.e:rtification of PIDA fee payment 

Date placed o~ hold: ,!1./:L tf-~ 1 L 

Date released: · 3/J J ll 
r I 

Receipt: S- f90 fvz~7 

~e Symbol/Reg. #; 5:2. tt' - L (J L 

Registrant contact info.nnatic:n: 

Phone #/Ermill. address: 

N 0 Jp_ ftut ~;;:/ 
Notes: U~- ( 

;1/:L'f' ( 1/ ~ ~ 

Information Services Branch point of contact: Teresa Downs, S-6922, (703)305-5363 
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~ Registration OPP Identifier 
United States Number 

Environmental Protection Agency D Amendment 
Washington, DC 20460 

~ Other 
., 

') Application for Pesticide- Section I 
I, Company/Product Number 2. EPA Product Manager 3, Proposed Classification 

EPA File Symbol 524~LOL Sheryl Reilly 

Company/Product (Name) PM# !XI None 0 Restricted 
MON 89034 X TC1507 X MON 88017 X DAS~59122-7 92 

5, Name ard Address ot Applicant (tnctude ZIP Code) 6. Expedited Review. rn accordance with FIFRA Section 3(c)(3)(B)(i), 

Monsanto Company my product is similar or identical In composition and labeling to: 
800 N. Lindbergh Blvd. EPA Reg. No. 
St. Louis> MO 63167 

Product Name 
0 Check if this is a new address 

Section -II 

D Amendment- Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too" Application. 

D Notification - Explain below. ~ Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 
Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner's Qualification for 

Seed Mix Refuge Products (RIB) 
Section - Ill 

1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Pacl<aging Water Soluble Packaging 2. Type ot Container 

0 Yes• DYes DYes 
0Metal 

., ONo ONo 0No 
0 Plastic 

I 0 Glass 
* Certification must It "Yes" No. per It "Yes" No. per 0 Paper 
be submitted Unit Packaging Container Pacl<age wgt. Container 0 Other wgt. 

(Soecify) 

3. Location ot Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

0 Label 0 Container 0 On Label 

0 On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product b) Lithograph 0 Olher 

0 Paper glued 

0 Stenciled 

Section -IV 
1. Contact Point_(Comptete items directly_ below for Identification of indiVidual to be contacted. if necessary. to process this appficalion.)_ 

Name Tille Telephone t-.!"· '(ih~t~rde Area 
Dr. Russell P. Schneider Sr. Director for Regulatory Affairs & Code) :) ) ) ) 

Policy_ (20~1 ~8~;2866 
Certification 

1" 

6. ,Oate Application 
t certify that the statements 1 have made on this form and at! attachments thereto are flue, accurate and compte1~~ >;' ~ R,eceived t acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or ' . ) 

) .) ) ) ' ~ 
both under applicable taw. , ~ .J ) ~ , ) . ' ,(St,amped) .. 

2. Signature~' 3. Title ' ) • 
J J ) .) ' > ) ) 

-·/c;..~ Regulatory Affairs Manager ' J I > ) , ) 

4.T~:me 5. Date 
) 

) ).) ) ) 

. Austin Burns Ph.D. Tel. (314) 694-6514 February 14> 2011 
' ) 

} 
Please read mstructlons on reverse before comptetmg form. Form Approved. OMB No. 2070-0060. Approval Expua~ ~-"'..:'6·95 
EPA Form 8570·1 (Rev. 3·94) Previous editions are obsolete. White· EPA File Copy (original) Yellow· Applicant Copy 

Monsanto Company 07 -CR -192E-E2 Page 2 of5 
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February 14, 2011 

Document Processing Desk 

) 

MONSANTO 
ime:;.gine 

Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

483940·00 
MOilSANTO COMPANY 

Soo Nt>Rttl Lmt>ae~GH Btvt> 
ST. lt>UlS, MISSOURI 6)1lq 

http://www.monsanto.com 

Attn: Dr. Sheryl Reilly, Branch Chief, Microbial Pesticides Branch, Biopesticide and 
Pollution Prevention Division (75 11 P) 

Subject: Additional information regarding the manufacturing process and refuge assurance 
program for a 5% seed mix refuge for MON 89034 x TC1507 x MON 88017 x DAS~ 

59122-7 (Genuity<JI) SmartStax®; EPA File Symbol 524-LOL) 

Dear Dr. Reilly: 

Thank you and your team for the opportunity to review our proposed manufacturing processes 
for a 5%seed mix refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 on 
February 3, 2011. As requested by Mike Mendelsohn, accompanying this letter is an additional 
document describing the Monsanto licensee seed conditioner's qualification for seed mix refuge 
products. This document, in addition to the submission on January 28, 2011 clarifying 
Monsanto's manufacturing process and standards, addressing both Monsanto-owned and licensee 
operated facilities should heJp clarify Monsanto's Refuge Assurance Program for seed mix 
refuge products (RIB). 

The documents accompanying this letter have been classified "A" or "B", as defined by the 
Agency: 

• Category "A": Materials that can be released to anyone, regardless of affiliation to a 
foreign or multi-national pesticide producer. 

• Category "B": Information can be released only to individuals that attest they are not 
employees or agents of a foreign or multi-national pesticide producer, as per ~lliRA 
Section 1 O(g). c t' t c.< 

Monsanto Company 07-CR~ 192E-E2 

(..(.(.(.(.(. 
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Page 1 of2 
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Documents accompanying this letter: 

Document Cate2ory 
Cover letter A 
Transmittal document A 

Administrative Materials for Monsanto 
Protocol/Refuge Assurance Program, 
including Licensee Seed Conditioner's A 
Qualification for Seed Mix Refuge 
Products (RIB) 

48384001 Monsanto Protocol/Refuge Assurance 
Program, including Licensee Seed B 
Conditioner's Qualification for Seed 
Mix Refuge Products (RJB) 

If you have any questions regarding this submission, please do not hesitate to contact Dr. Russell 
P. Schneider at 202-383-2866 or myself at 3 I 4-694-6514. 

ly, 
~-

.------:J. Austin Burns, Ph.D. 
Regulatory Affairs Manager, Monsanto Company 

cc: Mr. Mike Mendelsohn, EPA BPPD 
Dr. Alan Reynolds, EPA BPPD 
Dr. Russell P. Schneider, Monsanto Company 
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LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Administrative Materials for Monsanto Protocol/Refuge Assurance Program, including Licensee 
Seed Conditioner's Qualification for Seed Mix Refuge Products (RIB) 

MRlD Number _ _ _ ___________ _ 

EPA Requested Information 

Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner's 
Qualification for Seed Mix Refuge Products (RIB) 

MRlD Number ____ __________ _ 

Company Official: _--==7'----~----------..!;2~-..........._'-t....l........,;-,?o:.......::;.~(...!.../ __ _ 
ustin Bums, Ph.D. Date 

egulatory Affairs Manager 
(314) 694-6514 

Company Name: Monsanto Company 

Company Contact: Russell P. Schneider, Ph.D. 

Monsanto Company 

Senior Director, Regulatory Affairs and Policy 
(202) 383-2866 
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&EPA 
) \ 

UNJTEu STATES ENVIRONMENTAL PRO'• _.;TION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information Is estimated to average 1.25 hOurs per response for 

) egistralion and 0.25 hours per response for reregistration and special review activities, Including lime for reading the instructions and completing the 
ecessary forms. Send comments regarding burden estimate or any other aspect of this collecr.on of informar1on, including suggestions for reducing the 

burden to Director, OPPE Information Management Division (2137}, U.S. Environmenlal Protection Agency, 401 M Street, S.W .• Washinglon DC, 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 

Applicanl's/Regislranl's Name. Address, and Telephone Number: (314) 694-6514 
Monsanto Company, 800 N. Lindbergh Blvd., St. Lou•s, MO 63167 

EPA Registration Number I File Symbol: 

524-LOL 
Active lngredlenl(s) and/or representative test compound(s ): Bacillus tlmriugiensis Cry 1 A.1 05, 

Cry2Ab2, Cry1F, Cry3Bb1, Cry34/35Abl Proteins and the Genetic Materials (Vectors PV
ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 

Date: 

February 14, 2011 

General Use Pallem(s} (list all those claimed for this product using 40 CFR Part 158: Product Name: MON 89034 x TC1507 x 

MON 88017 X DAS-59122-7 Terrestrial field crop 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submillhe Formulator's Exemption Slalemeni_(EPA Form 8570-27). 

0 I am responding to a Data-Call-In Notice, and have Included ~lh this form a list of companies sent offers of compensation (the Data Mallix form 
should be used for this _j)_urpose1 

0 

Section 1: METHOD OF DATA SUPPORT {Check one method only) 
I am using the cite· all method of support, and have included with 
this form a list of companies sent offers of compensation (the 
Dala Mattix Form should be used for this purpose). 

I am using the selective method of support (or cite-all option under 
the selective method), and have Included with this form a 
completed list of data requitements (the Data Matrix form must be 
usedJ~ 

Section H: GENERAL OFFER TO PAY 
(Required if using the cite-all method or when using the cue-an option under the seleclive method to satisfy one or more data requirements) 
I hereby offer and agree to pay compensation, to other persons, with regard to I he approval of this application, to the extent required by FIFRA. 

Section JJJ: CERTIFICATION 
I certify thallhis application for registration, this form for reregistration. or this Dala-Call-ln response is supported by aH data submitted or cited In 

the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective 
method Is indicated in Section 1, this application Is supported by all data in the Agency's files that (1} concern the properties or effects of this product or 
an Identical or substantially similar product. one or more of the ingredients in this product: and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approva I of this appficalion if the appflcalion sought the initial registration of a product of idenlical or 
similar composition and uses. 

I certify that for each exclusive use study cited in support of this registration or reregisttalion, that I am the original data submitter or !hall have obtained 
the wrillen permission of the otiginal data submitter to cile that study. 

I certify thai for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a} I am the original data 
submiller; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study Is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (i} to pay compensation to the extent required by sections 3(c)(1)(F} and/or 3(c)(2)(8) of FIFRA; and (ii) to commence negotiations to 
determine the amount and terms of compensalion, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensalion and evidence of lt>_elr,dfllivery in 
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(8} of FIFRA are available and will be submitted to the Agency upon request. Sh<~uld 1 fc.11 to produce 
such evidence to the Agency upon request, I understand thai the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. :. ' • • , 
I certify1hallhe statements I have made on this form and all attachments toil are true, accurate, and complete. I acknowledge• thai any 

knowingly false of misleading statement may_ be punishable by fine or lm~risonmenl of both under the appl>thoi"-e:~l.hv:;.;. . .;..;.·--=--·-:--------ll 
) ~ , ) 

Dale Typed or Priqt~tj J'lpt,ne and,llie) ' ' 
Sigg;:alu/-re 
~- ;2-11-( -d.-0 1/ J. Austin Bu~is' ' , '•: ', 

~~-~====-==~====~====~====~====~====~====~===============R=e~gu~la=t=o=ry~:-~t~(~ks~Ianager' 
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Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reducf1on Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washil}gton. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Oate: February 14, 2011 EPA Reg. No./File Symbol: 524-LOL I Page I of t 
Applicant's/Reglstranrs Name & Address: Product MON 89034 X TC1507 X MON 88017 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 X DAS-59122-7 
Ingredients: BacilliJS 1/mringrensis Oyl At 05, Cry2Ab2, Cry IF, Cry3Bb I, Cry34/35Abt Proteins and the Genetic Materials (Vectors PV ·ZM£R245, PHP8999, PV·ZMIR39, and 
PHPt7662) Nceessary for !heir Production in MON 89034 x TCJ507 x MON 880t7 x DAS-59t22-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3 x 
DAS-59122-7) 
Guideline Reference Number Guideline Study Name MRIDNumber 

Administrative Materials for Monsanto 
Protocol/Refuge Assurance Program, 
including Licensee Seed Conditioner's 
Qualification for Seed Mix Refuge Products 
(RIB) 

Monsanto Protocol/Refuge Assurance 
Program, including Licensee Seed 
Conditioner's Qualification for Seed Mix 
Refuge Products (RIB) 

Signay 
~ e.. ---~-..:. ...... ,. 

EPA Fo~ t57o-:rs (9~~7) Electronic and Paper versions available. Submit only Paper version. 
......... """" ' 

~~ 

" 

" ..... ...... v 

.. 
v ..... .... y ..,; 
......... y ~ "'; y .. . 

Monsanto Company 07-CR-192E-E2 

Submitter Status Note 

This 
Monsanto Company OWN Application 

Additional 
Supporting 
Manufacturing 
Information 

Monsanto Company OWN 

Name and Title Date 

J. Austin Bums, Ph.D. February 14, 2011 
Regulatory Affairs Manager 

Agency Internal Use Copy 

Page 4 of5 

347 



&EPA 

--· 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton. D.C. 20460 

-----

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregislralion and special review activities. including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of infonnation, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137}. U.S. Environmental Protection Agency, 

Signature 

~~ ... 

Monsanto Company 

60. Do not send the fonn to 

\11- ... ... ... 

... - .... ... 

07 -CR -192E-E2 

Monsanto Company I 

Monsanto CornDanv I 

Name and Title 
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Date 
February 14, 20 11 
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February 14, 20 II 

Document Processing Desk 

MONSANTO 
im ine 

Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

MONSANTO COMPANY 

800 NORTH ltNOBERCH SLVO 

ST. lOUIS, MISSOURI 6~167 

http:/ /www.monsanto.com 

Attn: Dr. Sheryl Reilly, Branch Chief, Microbial Pesticides Branch, Biopesticide and 
Pollution Prevention Division (7511 P) 

Subject: Additional information regarding the manufacturing process and refuge assurance 
program for a 5% seed mix refuge for MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 (Genuity® SmartStax®; EPA File Symbol524-LOL) 

Dear Dr. Reilly: 

Thank you and your team for the opportunity to review our proposed manufacturing processes 
for a 5% seed mix refuge for MON 89034 x TCI507 x MON 88017 x DAS-59122~ 7 on 
February 3, 2011. As requested by Mike Mendelsohn, accompanying this letter is an additional 
document describing the Monsanto licensee seed conditioner's qualification for seed mix refuge 
products. This document, in addition to the submission on January 28, 2011 clarifying 
Monsanto's manufacturing process and standards, addressing both Monsanto~owned and licensee 
operated facilities should help clarify Monsanto~s Refuge Assurance Program for seed 'mix 
refuge products (RIB). 

The documents accompanying this letter have been classified "A" or "B", as defined by the 
Agency: 

• Category "A": Materials that can be released to anyone, regardless of affiliation to a 
foreign or multi-national pesticide producer. 

• Category "B'': Infonnation can be released only to individuals that attest they are not 
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA 
Section 1 O(g). 

Monsanto Company 07-CR~ I92E~E2 Page I of2 
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) Documents accompanying this letter: 

Document Catee;ory 
Cover letter A 

Transmittal document A 

Administrative Materials for Monsanto 
Protocol/Refuge Assurance Program, 
including Licensee Seed Conditioner's A 
Qualification for Seed Mix Refuge 
Products (RIB) 

Monsanto Protocol/Refuge Assurance 
Program, including Licensee Seed B 
Conditioner's Qualification for Seed 
Mix Refuge Products (RIB) 

If you have any questions regarding this submission, please do not hesitate to contact Dr. Russell 
P. Schneider at 202-383-2866 or myself at 314·694-6514. 

Si/ely, 

d:st~ 
Regulatory Affairs Manager, Monsanto Company 

cc: Mr. Mike Mendelsohn, EPA BPPD 
Dr. Alan Reynolds, EPA BPPD 
Dr. Russell P. Schneider, Monsanto Company 

Monsanto Company 07-CR-192E-E2 Page 2 of2 
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MONSANTO ~ .. 
TRANSMITTAL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

REGULATORY ACTION IN SUPPORT OF WHICH 
THIS DOCUMENT IS SUBMITTED 

Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner's 
Qualification for Seed Mix Refuge Products (RlB) 

EPA File Symbol524~LOL 

TRANSMITTAL DATE 

Febtuary 14, 2011 

MONSANTO REFERENCE No. 

07-CR~ 192E~E2 

Monsanto Company Page l·of2 
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LIST OF SUBlVllTTED DOCUMENTS 

Administrative Materials 

Administrative Materials for Monsanto Protocol/Refuge Assurance Program, including Licensee 
Seed Conditioner,s Qualification for Seed Mix Refuge Products (RIB) 

MRID Number -----------------------------

EPA Requested Information 

Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner's 
Qualification for Seed Mix Refuge Products (RIB) 

MRIDNumber -----------------------------

Company Official: --~..;.;...-"....;.?I_~ ______ ____:;,J.~--L.-t-(~-.....:::;4)~_;_(!..,../ __ _ 
ustin Bums, Ph.D. Date 

egulatory Affairs Manager 
(314) 694-6514 

Company Name: Monsanto Company 

Company Contact: Russell P. Schneider,'Ph.D. 

Monsanto Company 

Senior Director, Regulatory Affairs and Policy 
(202) 383~2866 

07-CR-192E-E2 Page2 of2 
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MONSANTO~--
Administrative Materials for Monsanto Protocol/Refuge Assurance Program, 

including Licensee Seed Conditioner's Qualification for 
Seed Mix Refuge Products (RIB) 

(Genuity0 SmartStax®; EPA File Symbol 524·LOL) 

Monsanto Company Page 1 of5 
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·, 
I ! 

B 
I 

Registration OPP Identifier 
United States Number 

Environmental Protection Agency Amendment 
Washington, DC 20460 

~ Other 

) } Application for Pesticide - Section I 
{ Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

EPA File Symbol524-LOL Sheryl Reilly 

Company/Product (Name) PM# ~ None 0 Restricted 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 92 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Seclion 3(c)(3)(B)(i), 

Monsanto Company my product is similar or identical in composition and labeling to: 
800 N. Lindbergh Blvd. EPA Reg. No. 

St. Louis, MO 63167 
Product Name 0 Check if this is a new address 

Section -II 

D Amendment - Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D "Me T oo• Application. 

D Nolification - Explain below. 0 Other - Explain below. 

Explanation: Use additional page(s} If necessary. (For Section I and Section II.) 

Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner's Qualification for 
Seed Mix Refuge Products (RIB) 

Section -Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

0 Yes• DYes DYes 
0 Metal 

)) 0No ONo ONo 
0 Plastic 

0 Glass 
* Certification must If •yes" No. per lf"Yes" No. per 0 Paper 
be submitted Unit Packaging Container Package. wgt. Container 0 Other wgt. 

(SpecifvJ 

3. Location of Net Contents lnfotmation 4. Size(s) Retail Container 5. Location of Label Directions 

0 Label 0 Conlainer 0 On Label 

0 On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product !J Lithograph 0 Olher 

0 Paper glued 

0 Stenciled 

Section -IV 
1. Contact Point (Complete ilems direclfy below for idenl/fication of !ndilliduatlo be contacted, if necessary, to _p_rocess this appticalion.) 

Name Title Telephone No. (Include Area 
Dr. Russell P. Schneider Sr. Director for Regulatory Affairs & Code) 

Policy (202) 383-2866 

Certification 6. Date Application 
I cerlity that the slalements I have made on this form and all atlachments /hereto are /rue, accurate and complete. Received 1 acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonmenl or 
both under applicable law. 

(Stamped) 
2. Signatur~ 3. Title 

~/c..~ Regulatory Affairs Manager 

4. T~ame 5. Date 

• Austin Bums Ph.D. Tel. (314) 694-6514 February 14, 2011 
Please read mstrud1ons on reverse before complelmg form. Form Approved. OMB No. 2070-0060. Approval Expires 2-28-95 
EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete. White- EPA File Copy (original) Yellow- Applicant Copy 

Monsanto Company 07 -CR~ 192E~ E2 Page 2 of5 
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II 

oEPA Uk.)Eo STATES ENVlRONMENTAL F-rtbTECTION AGENCY 
401 M Street, S. W. 

. WASHINGTON, D.C. 20460 

!\,Paperwork Reduction Act Notice: The public reporling burden for this collection of information is estimated to average 1.25 hours per response for 
);eglstration and 0.25 hours per response for reregislration and special review acUvities, including time for reading the instructions and completing the 
·necessary forms. Send comments regarding burden estimate or any other aspect of this colleclion of information, including suggestions for reducing the 
burden to Director, OPPE Information Management Division {2137), u.s. Environmental Protection Agency, 401 M Street, S.W .• Washington DC, 20460. 
Do nol send the completed form to this address. 

Certification with .Respect to Citation of Data 
Applicant's/Regislrant's Name, Address, and Telephone Number: (314) 694-6514 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 

AcUve lngredlent(s) and/or representative test compound(s): Bacillus rl111ringiensis CrylA.l 05, 
Cry2Ab2, CryiF, Cry3Bbl, Cry34135Abl Proteins and the Genetic Materials (Vectors PV

ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 

General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: 

Terrestrial field crop 

EPA Registration Number I File Symbd: 

524-LOL 

Date: 

February 14, 2011 

Product Name: MON 89034 x TC1507 x 

MON 88017 X DAS-59122-7 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exemotion Statement (EPA Form 8570-27). 

0 I am responding to a Data-Call-in NoUce, and have included with this form a list of companies sent offers of compensalion (the Data Matrix form 
should be used for this purpose). 

D 

Section J: METHOD OF DATA SUPPORT(Check one method only) 
I am using the clte-all method of support, and have included with 
this form a list of companies sent offers of compensation (the 
Data Matrix Form should be used for this purpose). 

I am using the seleclive method of support (or cite-all option under 
lhe selective method), and have included with this form a 
completed list of dala requirements (the Data Matrix form must be 
used}. 

Section IJ: GENERAL OFFER TO PAY 

0 (Required if using the cite-all method or when using the cite-an option under the selective method to satisfy one or more data requirements) 
\" I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 
;•r-----~----~--~--~--~Sce-c~ti~on~JJ~I:~c=E=R~T~JF~JC~A~T~J~O~N~~~~~~----~~~~~~1 

I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in 
the application for regislration, lhe form for registration, or the Data-Call-In response. In add)tion, if I he cite-all option or cite-all option under the selective 
method is indicated in Section 1, this application is supported by all data In the Agency's files that ( t) concem the properties or effecls of this product or 
an identical or substantially similar product, one or more of the ingredients in this product; and {2) is a type of data lhat would be required to be submitted 
under lhe data requirements in effecl on the date of approval of this application if the application sought the Initial registration of a product of identical or 
similar composition and uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am lhe original data submitter or that I have obtained 
the written permission of the original data submitter to cite that study. 

I certify that for each study ciled in support of this registration or reregistration that Is not an exclusive use sludy, either: (a) I am the original data 
submitter; {b) I have obtained the permission of the original dala submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; (e) I have nolified In writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c){2)(B) of FIFRA; and (li) to commence negotiations to 
determine the amount and terms of compensallon, if any, to be paid for the use of the study. 

I certify that In all inslances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3{c)(1)(F) and/or 3(c)(2){B) of FIFRA are available and will be submitted to the Agency upon requesl. Should I fail to produce 
such evidence to the Agency upon request, I understand that the Agency may Initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. 
I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 

knowingly false of misleading statement may be punishable bv fine-or Imprisonment of both under the applicable law. 

Signature 
4 

(/~ C0A---" ;2-1 t-( -:;2.0 1/ 
Date 

Monsanto Company 07 -CR -192E-E2 

Typed or Printed Name and Title 

J. Austin Burns 
Regulatory_ Affairs Manager 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
Washington, D.C. 20460 

PapeiWork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
olher aspect of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137). u.s. Environmental Protection Agency, 
401 M Street, S.W .. Washing_ton. DC 20460. Do not send !he form to this address. 

DATA MATRIX 
Date: February 14, 2011 EPA Reg. No./File Symbol: 524-LOL \ Page I of t ! 
Applicant's/Registrant's Name & Address: Product: MON 89034 X TCI507 X MON 88017 
Monsanto Company, 800 N. LindbergQ Blvd., St. Louis, MO 63167 X DAS-59122-7 
Ingredients: Baci/111s thuringiensis CzylA.I05, Cry2Ab2, CzyJF, Cry3Bb!, Cry34/35Abl Proteins and the Genetic Materials {Vectors PV-ZMJR245, PHP8999, PV-ZMIR39, and 
PHP 17662) Necessazy for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-0!507-1 x MON-88017-3 x 
DAS-59122-7) . 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

Administrative Materials for Monsanto 
Protocol/Refuge Assurance Program, 
including Licensee Seed Conditioner's 
Qualification for Seed Mix Refuge Products 
(RIB} This I 

Monsanto Company OWN Application 

Monsanto Protocol/Refuge Assurance Additional 
I 

Program, including Licensee Seed Supporting 
Conditioner's Qualification for Seed Mix Manufacturing 
Refuge Products (RIB) Information 

Monsanto Company OWN 

g,~ Name and Title Date 

J. Austin Burns, Ph.D. February 14, 2011 I 

Reg_ulatory Affairs Manager 
EPA Form 8570·35 (9-g7) Electronic and Paper ve1sions available. Submil only Paper ve1sion. Agency Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton. D.C. 20460 

·-./ 

Paperwork Reduction Act Notice: The public reporting burden for lhis colleclion of infonnalion is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per 
response for reregislration and special review aclivities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any 
other asped of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managemenl Division (2137), U.S. Environmental P rolection Agency, 

Do 

Monsanto 

Monsanto 

Signature Name and Title 
J. Austill Bums, PhD. 

versions available. only Paper version. 
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) 

2~14-2011 

Proposed language on Monsanto seed~mix conditionel- certification 

MON 89034 x TC1507 x MON 88017 x DAS~59122-7 with interspersed in-field refuge can 
only be used by growers planting seed com specifically generated by qualified seed conditioners 
licensed by the registrant (Monsanto). 

Monsanto must implement a Blended Seed Refuge Assurance Program designed to ensure 
SmartStax seed mix refuge products are formulated with the appropriate rate of refuge seeds. 
The program must include the following four elements: 

1. Trait purity check on seed lots prior to blending; 
2. A Quality Management System (QMS) that will include Standard Operating Procedure(s) for 

the blending process; 
3. Calibration ofblending equipment; and 
4. Records and data retention records for seed blend products. 

• Calibration records - Monsanto and/or licensees will retain equipment calibration 
documentation for a specified period of time including the procedure1 date of calibration, 
and the results. 

• Blend proportion records (weight and kernel based) - Monsanto and/or licensees will 
retain documentation for a specified period of time on the kernel per pound data of the 
components, the calculations to determine the proportions based on weight, and the actual 
weights of the seeds that are blended together to make up the SmartS tax seed mix refuge 
product by seed lot. 

Facilities that condition RJB products will be responsible for meeting the product and process 
requirements provided by Monsanto. Such licensed facilities/conditioner must be qualified by 
Monsanto prior to producing the 95/5% MON 89034 x TC1507 x MON 88017 x 
DAS-59122~7/non-Bt com seed mixture for commercial sale (RIB). In order to qualify, 
Monsanto will require all facilities, including licensees to implement and maintain a Quality 
Management System (QMS). Key elements of these processes are to be captured as a licensee 
qualification Refuge Assurance Program. Under this qualification program, a product 
facility/conditioner will be required to certify that RIB products it produces under this program 
meet or exceed the Monsanto-mandated product requirements, including a minimum of 5% non~ 
Bt refuge seed per seed lot. Monsanto will validate the facilities/conditioner (site) qualification 
through appropriate auditing of the QMS and processes relevant to the Monsanto-mandated 
product requirements. <1:onaitionef.~wiimB~~~tifutfd~il11Hy. These facilities must document 
and retain the required information necessary to demonstrate compliance with product and 
process requirements, and r · documentation of compliance under their QMS program, and as 

~i .. lil~'~Iiitilll&\1'' 7ffi'1~lt~ffE~~Fd~~~r~eCJli[!li~~~:J 
ojj{.g1!'(!).ft({i'Itg~fscHeauie.0' Licensed RIB facilitiesico~ditioners will retain~.documenta 10n or a 
specified period of time on the equipment calibration including the procedure, when it was 
conducted and the results. Licensed RIB facilities/conditioners will also retain documentation 
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for a specified period of time on the kernel per pound data of the components, the calculations to 
determine the proportions based on weight and the actual weights that are blended together to 
make up a RIB product by seed lot. Licensed Rffi facilities/conditioners will maintain paper 
and/or electronic production records for a period of at least three years after the lot is sold. 
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PRODUCT LABEL 

The subject of this application is for the combined plant-incorporated protectants (PIPs), 
Bacillus thuringiensis (Bt) Cry1A.l05, Cry2Ab2, Cry1F, Cry3Bb1, Cry34Ab1, and 
Cry35Ab 1 proteins and the genetic material necessary for their production in corn (PV
ZMIR245, PHP8999, PV-ZMIR39, PHP17662) produced in MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 to allow an IRM interspersed in-field refuge configuration. 
This refuge configuration is enabled by a seed-mixture containing PIP and non-PIP seed. 
The proposed label for the registration of MON 89034 x TC 1507 x MON 88017 x 
DAS-59122-7, to support an interspersed in-field refuge is attached. 

Monsanto Company Pagel ofS 

368 



Plant-Incorporated Protcctant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
Insect-Protected, Herbicide--Tolerant Corn 

(Alternate Brand Name Genuity® SmartStax® RIB Complete); 
(OECD Unique Identifier: MON-89034-3 x DAS- 01507-1 x 

MON-880I7-3 X DAS-59I22-7) 
Active Ingredients: 
Bacillus thuringiensis CrylA.l05 protein and the genetic material (vector PV·ZMIR245) 
necessary for its production in com event MON 89034 (OECD Unique Identifier: MON-89034-3) 
..................................................................................................................................................... :$ 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV -ZMIR245) 
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89034-3) 

............................................................................................................................. :$ 0.0053°/o* 

Bacillus thuringiensis Cry 1 F protein and the genetic material (vector PHP8999) necessary 
for its production in com event TC1507 (OECD Unique Identifier: DAS- 0I507-I) .. :$ 0.0012%* 

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV·ZMIR39) 
necessary for its production in corn event MON 88017 (OECD Unique Identifier: MON-880I7-3) 
..................................................................................................................................................... :$ 0.0079°/o* 

Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHP17662) 
necessary for its production in corn event DAS·59122· 7 (OECD Unique Identifier: 

DAS-59I22-7) ............................................................................................................................. :$ 0.0194%* 

Bacillus thuringiensis Cry35Abl protein and the genetic material (vector PHP17662) 
necessary for its production in corn event DAS·59122-7 (OECD Unique Identifier: 

DAS-59122-7) ............................. ; ................................................................................................ :$ 0.0042%* 

Other Ingredients: 
CP4 EPSPS protein (5·enolpyruvylshikimate·3·phosphate synthase) and the genetic 
material (vector PV ·ZMIR39) necessary for its production in corn event MON 88017 ...... .. 
............................................................................................................................. :$ 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors 
PHP 17662 and PHP8999) necessary for its production in com events TC 1507 and 
DAS·59122-7 .................................................................................................... :$ 0.00045%* 
*Maximwn percent (wt/wt) of dry forage 

~ Genuity® SmartStax® RIB Complete seed with this refuge configuration contains 95% 
MON 89034 x TC1507 x MON 88017 x DAS·59122-7 mixed with at least 5% non·Bt 
com within a single lot of seed. 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS __ _ 
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EPA Registration No. 524-X.XX 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. This product must be used as specified in the terms and conditions of the 
registration. 

This product may be combined or produced through conventional breeding with other 
registered plant-incorporated protectants that are similarly approved for use in 
combination, through conventional breeding, with other registered plant-incorporated 
protectants to produce inbred corn lines and hybrid corn varieties with combined pesticidal 
traits. 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 protects corn crops from leaf, 
stalk, and ear damage caused by lepidopteran corn pests listed on this label and root 
damage caused by corn rootworm larvae listed on this label. In order to minimize the risk 
of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7 com, an insect resistance management plan must be implemented as defined 
in the registration terms and conditions. 

Grower agreements will specify that growers must adhere to the refuge requirements that 
will be described in the IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x 

DAS-59122-7 corn or other applicable product use documents. 

Sales of corn hybrids that contain Monsanto's Bt com plant-incorporated pesticide(s) must 
be accompanied by an IRM/Grower Guide which includes information on planting, 
production, and insect resistance management and notes that routine applications of 
insecticides to control these insects are usually unnecessary when corn containing the Bt 
proteins is planted. 

Corn seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017 
x DAS-59122-7 must include the refuge size requirement in text and graphical format. 
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INSECT RESISTANCE lVIANAGEMENT 

Growers are instructed to read information on insect resistance management 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed corn up to a total of 20,000 acres per county and up to a combined United States 
(U.S.) total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per 
registrant per year. 

The following information regarding refuge placement for commercial production must be 
included in the Grower Guide. 

This product includes refuge that is interspersed within the field by planting a licensed 
seed-mixture containing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 and a 
minimum of 5% non-PIP seed. The seed mix refuge option for MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 satisfies the refuge requirements in all regions other than 
in cotton growing regions where corn eanvorm is a significant pest as defined below. 
The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed com. 

The interspersed refuge can only be used by planting seed com specifically generated by 
qualified seed producers/conditioners licensed by the registrant. The refuge seed in the 
seed mixture may not be treated with seed-applied insecticides for com rootworm (CRW) 
control. Insecticidal treatments labeled for adult CR W control are discouraged during the 
time of adult CR W emergence. 

Additional refuge requirements in cotton-growing regions where corn earworm is a 
significant pest 

In cotton-growing regions where com earworm is a significant pest, as defmed below, the 
seed-mixture containing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 and a 
minimum of 5% non-PIP seed requires the planting of an additional 20% structured refuge 
(i.e. 20 acres of non-Bt com for every 80 acres of 95/5 MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7/non-Bt com seed mixture planted). 

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for 
the control of corn rootwmms or corn borers. The refuge and the 95/5% MON 89034 x 
TC1507 x MON 88017 x DAS-59122-7/non-Bt com seed mixture should be sown on the 
same day, or with the shortest window possible between planting dates to ensure that com 
root development is similar among varieties. The structured refuge may be planted as an 
in-field or adjacent (e.g .. across the road) refuge, or as a separate block that is within ~ 
mile of the 95/5 MON 89034 x TC1507 x MON 88017 x DAS-59122-7/non-Bt corn seed 
mixture field. In-field refuge options include blocks, perimeter strips (i.e., strips around 
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must 
be at least 4 consecutive rows wide. The refuge can be protected from lepidopteran 
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damage by use of non-Bt insecticides if the population of one or more target lepidopteran 
pests ofSmartStax® (MON 89034 x TC1507 x MON 88017 x DAS-59122-7) in the refuge 
exceeds economic thresholds. In addition, the refuge can be protected from CRW damage 
by an appropriate seed treatment or soil insecticide; however, insecticides labeled for adult 
CRW control must be avoided in the refuge during the period of CRW adult emergence. 
Economic thresholds will be detennined using methods recommended by local or regional 
professionals (e.g., Extension Service agents, crop consultants). 

The cotton-growing region requiring the additional 20% refuge consists of the follovving 
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South 
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas 
(except the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore, 
Ochiltree, Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City, 
Greensville, Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex) 
and Missouri (only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard). 

Corn Insects Controlled or Suppressed 

European corn borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com earworm (CEW) 
Fall armyworm (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western com rootworm (WCRW) 
Northern corn rootworm (NCRW) 
Mexican corn rootworm (MCR W) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto's and 
Dow AgroSciences' research programs, offering unique genetic characteristics for specific 
grower needs and may be protected by one or more of the following U.S. patents: 
5322938, 5352605, 5359142, 5378619, 5424412, 5554798, 5641876, 5717084, 5728925, 
5804425, 6018100, 6025545, 6051753,6063597, 6083878, 6331665, 6489542, 6645497, 
6962705,7064249,7227056, and 7250501. 

EPA Accepted: _/_/_ 
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MONSANTO~ 
) 

483898-00 

January 28, 2011 
MONSANTO COMPANY 

Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 

6oo NORTH LIN08ERGH 8L VO. 

ST. lOUIS, M1SSOUR163167 

http:/ /www.monsanto.com 

Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Branch Chief, Microbial Pesticides Branch, Biopesticide and 
Pollution Prevention Division (75TIP) 

Subject: Additional information regarding the manufacturing process for a 5% seed mix refuge 
for MON 89034 x TC1507 x MON 88017 x DAS-59I22-7 (Genuity® SmartStax®; 
EPA File Symbol 524-LOL) 

Dear Dr. Reilly: 

Thank you for the opportunity to review our independent notes resulting from the Scientific 
Advisory Panel review of the SmartStax seed mix refuge registration application held on 
December 8-9,2010 (January 19, 20II meeting). During our discussion, the EPA BPPD 
requested that Monsanto (EPA File Symbol 524-LOL) and Dow AgroSciences (EPA File 
Symbol 68467-RA) independently submit further information clarifying the proposed 
manufacturing standards for the proposed 5% seed mix refuge product. Accompanying this 

·letter is a document clarifying Monsanto's manufacturing process and standards, addressing both 
Monsanto-owned and operated facilities, as well as future licensees for the proposed 5% seed 
mix refuge product. 

We trust that the provided information will clarify Monsanto's capabilities and responsibilities 
with respect to the seed blending manufacturing/process as it pertains to managing lR.tvl 
compliance with a 5% seed mix refuge as per EPA File Symbol 524-LOL. Additionally, we are 
providing this information to support a timely EPA registration decision of the product minimally 
within the PRJA decision date of April 12, 20 II. 

Recent EPA registrations for seed mix refuge corn products (e.g. EPA Reg. Nos. 29964-6'arici · · 
29964-1 0) contained conditions of registration with respect to manufacturing expectations. It is 
our expectation that similar language should be applicable for other seed mix refuge com 
products such as EPA File Symbol 524-LOL, and is appended below (with modification as 
appropriate). The only proposed change to this language is regarding the use ofthe IS0-900G 
"brand" of Quality Management Systems (QMS), thereby allowing for other equivalent or 
superior QMS brands and operations to be implemented as appropriate for business operations. 
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[language from EPA Reg. No. 29964~6, as modified in bold font} 

Refuge Assurance Program for SmartStax Seed Mix Refuge Corn 

Monsanto must implement a Blended Seed Refuge Assurance Program designed to ensure 
SmartStax seed mix refuge products are formulated with the appropriate rate of refuge seeds. 
The program must include the following four elements: 

l. Trait purity check on seed lots prior to blending; 
2. A Quality Management System (QMS), which will include Standard Operating Procedures 

for the blending process; 
3. Calibration of blending equipment; and 
4. Records and data retention records for seed blend products. 

• Calibration records -Monsanto and/or licensees will retain documentation for a 
specified period oftime on the equipment calibration including the procedure, when it 
was conducted and the results. 

• Blend proportion records (weight and kernel based) -Monsanto and/or Licensees will 
retain documentation for a specified period oftime on the kernel per pound data of the 
components, the calculations to determine the proportions based on weight, and the actual 
weights of the seeds that are blended together to make up the SmartStax seed mix 
refuge product by seed lot. 

All records must be maintained at the Monsanto and/or Licensee blending facility and must be 
available for the EPA review upon request. 
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The documents accompanying this letter have been classified "A" or "B", as defined by the 
Agency: 

• Category "A": Materials that can be released to anyone, regardless of affiliation to a 
foreign or multi~national pesticide producer. 

• Category "B": Information can be released only to individuals that attest they are not 
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA 
Section I O(g). 

Documents accompanying this letter: 

Document Category 
Cover letter A 
Transmittal document A 

Administrative Materials for Additional 
Information Regarding the 
Manufacturing Process for a 5% Seed 
Mix Refuge for MON 89034 x TC1507 A 
X MON 880!7 X DAS-59122~7 

(Genuity® SmartS tax®; EPA File 
Symbol 524-LOL) 
Volume 1: Information Regarding the 
Manufacturing Process for a 5% Seed 
Mix Refuge for MO'N 89034 x TCI 507 

B 
X MON 88017 X DAS-59122~7 

(Genuity® SmartStax®; EPA File 
Symbol 524~LOL ) 

Jf you have any questions regarding this submission, please do not hesitate to contact Dr. Russell 
P. Schneider at 202~383-2866 or myself at 3 I 4-694-6514. 

Sincerely, 

/~ ~/0.---
C/1. Austin Burns, Ph.D. 

Regulatory Affairs Manager, Monsanto Company 

cc: Mr. Mike Mendelsohn, EPA BPPD 
Dr. Alan Reynolds, EPA BPPD 
Dr. Russell P. Schneider, Monsanto Company 
Dr. Graham Head, Monsanto Company 
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MONSANTO~-
TRANSMITTAL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

REGULATORY ACTION IN SUPPORT OF WinCH 
THISDOCUMENTISSUBMlTTED 

Information regarding the manufacturing process for a 5% seed mix refuge for MON 89034 x 

TC1507 x MON 88017 x DAS-59122-7 (Genuity® SmartStax®) 

EPA File Symbol 524-LOL 

TRANSMITTAL DATE 

January 28, 2011 

MONSANTO REFERENCE No. 

07-CR-192E-E2 
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LIST OF SUB1\1ITTED DOCUMENTS 

Administrative Materials 

Administrative Materials for Information Regarding the Manufacturing Process for a 5% Seed 
Mix Refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (Genuity0 SmartStax0

; 

EPA File Symbol524-LOL) 

MRID Number _____________ _ 

EPA Requested Information 

Volume 1: Infonnation Regarding the Manufacturing Process for a 5% Seed Mix Refuge for 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (Genuity0 SmartStax®; EPA File 
Symbol524-LOL) 

MRID Number ___ 4_83_6_9_80_1 ________ _ 

j ~A---- 12 //0 
Company Official: -=-.,.._/ ...... '~.....;L/V;___ r------rr>=.::-~f':ii=¥=tl...,_, -~~/-0;;_,1(-1.20"'--':::;.......,...{o~-/ _ 

c::J/.Austin Bums, Ph.D. JUate 
Regulatory Affairs Manager 
(314) 694-6514 

Company Name: Monsanto Company 

Company Contact: Russell P. Sclmeider, Ph.D. 

Monsanto Company 

Senior Director, Regulatory Affairs and Policy 
(202) 383-2866 
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MONSANTO~-
Administrative Materials for Information Regarding the Manufacturing 

Process for a 5o/o Seed Mix Refuge for 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
(Genuity® SmartStax0 ; EPA File Symbol 524-LOL) 
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United Slates 

Environmental Protection Agency 
washinglon, DC 20460 

D Registration 

D Amendment 

fZ} Other 

OPP identifier 
Number 

Application for PestiCide - Section I 
1. Company/Product Number 

EPA File Symbol 524-LOL 
Company/Product {Name) 

2. EPA P1oduct Manager 

Sheryl Reilly 
PM# 

3. Proposed Classification 

~ None D Restricted 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 92 

5. Name and Address of Applicant (lndude ZIP Code) 
Monsanto Company 
800 N. Lindbergh Blvd. 
St. Louis, MO 63167 

0 Check if this is a new address 

Amendment -Explain below. 

6. Expedited Review. In accordance with FIFRA Section 3(c){3)(B)(i), 

my product is similar or Identical in composition and labeling to: 

EPA Reg. No. --------------

Producl Name -----------·-----

Section -II 
Final printed labels in response to 
Agency letter dated D 

D 
D 

Resubmission in response to Agency letter dated 

D 
D 
fZ1 

''Me Too· Application. 

Notification -Explain below. Other- Explain below. 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 

Infonnation Regarding the Manufacturing Process for a 5% Seed Mix Refuge for MON 89034 x TC1507 x MON 88017 x DAS-

59122-7 (Genuity0 SmartStax®; EPA File Symboi524-LOL) 

1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging 

) 0 Yes• Oves 

. ONo ONo 

*Certification must 
be submitted 

If "Yes" 
Unit Packaging 
wgt. 

3. Localion of Net Contents lnlonnation 

0 Label 0 Container 

6. Manner in Which La bel is Affixed to Product 

Section - Ill 

Water Soluble Packaging 

Oves 

No. per 
Container. 

ONo 

ff"Yes• 
Package wgt. 

4. Size(s) Retail Container 

No. per 
Container 

2. Type of Container 

0Metal 

0 Plastic 

0 Glass 

0 Paper 

0 Olher 
(Specify) 

5. Location of Label Directions 

0 On Label 

0 
) ) ) ~ 

On labeling accom~a2~'L~9P~...;;.o.;;.du;;.;:ct;.:.__-l 

!:J Lilhograph 0 Other , , 

0 )))))) 
Paper glued , 

0 S ) ·~·· tenclled , • 

Section - IV ~' , ; • 
f. Contact Poinl (Complete items direcfl<l_ below lor identification of individual to be contacted, if necessruy, to process /his applicalio~.t' ' ·---~ 
Name nile Telephone N?.'l1n~ltlfe Area. •, , 

Dr. Russell P. Schneider Sr. Director for Regulatory Affairs & Code) , •• ! , . 3 

Policy (202) 383;2866 
Certification 6. Date Application 

I certify that the statements l have made on this form and all alladlmenls thereto are true, accurate and complete. 
l acknowledge thai any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. 

~-::--:~.,...------------.,...,.....,=-=--------------l (Stamped} 
2.Si:z.~· 3.TiUe 

Regulatory Affairs Manager 

4G1j)edName 5. Date 
J. AuS1in Bums Ph.D. Tel. (314) 694-6514 January 28, 2011 

) Please read mstruct,ons on reverse before completmg form. Form App1oved. OMB No. 2070·0060. Approval Exp1res 2-28-95 
EPA Form 8570· t (Rev. 3-94) Previous editions are obsolete. White- EPA File Copy (original) Yellow· Applicant Copy 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of info rmeti on, ind uding suggestions for reducing the 
burden to Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 

Applicanl's/Reglslrant's Name, Address, and Telephone Number: (314) 694-6514 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 

Active lngredient(s) and/or representative test compound(s): Bacillrrs tluningiensis Cry1 A.1 OS, 
Cry2Ab2, Cry1F, Cry3Bbl, Cry34135Abl Proteins and the Genetic Materials (Vectors PV

ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158: 

Terrestrial field crop 

EPA Registration Number I File Symbol: 

524-LOL 

Date: 

January 28,2011 

Product Name: MON 89034 x TC1507 x 

MON 88017 x DAS-59122·7 

NOTE: If your product Is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the FormUlator's Exemption Statement (EPA Form 8570.27). 

D I am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers or compensation (the Data Matrix form 
should be used for this ouroosel. 

D 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
I am using the cite-all method or support, and have included with 
this form a list of companies sent offers or compensation (the 
Data Mattix Form should be used for this purpose). 

I am using the selective method or support (or cite·all option under 
the selective method), and have included with this form a 
completed list of data requirements (the Data Matrix form must be 
used}. 

Section II: GENERAL OFFER TO PAY 
(Required if using the cite-all method or when using the dte-all option under the selective method to satisfy one or more data requirements) 
I hereby offer and agree to pay compensation, to other persons, with regard to the approval or this application, to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I certify that this application for registration, this fonn for reregistration, or this Dala·Call·ln response is supported by all data submitted or cited in 

the application for registration, the form for registration, or the Data-CaU-In response. In addition, if the cite-all option or cite-all option under the selective 
method is indicated in Section 1, this application is supported by all data in the Agency's files that (1)concem the properties or effects of this product or 
an Identical or substantially similar product, one or more or the ingredients in this product; and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the date or approval of this application if the application sought the initial registration or a product or Identical or 
similar composition and uses. 

I certify that for each exclusive use study cited in support or this registration or reregistration, that I am the original data submitter or that I have obtained 
the written permission or the original data subm'flterto cite that study. , ' ' ' ' , 

.) ) ) ) 

1 certify that for each study cited in support or this registration or reregistration that Is not an exdusive use study, either: (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all r~si'Jcis:C'.f eligibility for 
compensation have expired for the study; (d) the study is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2}(8) of FIFRA; and (ii) to commenc3 negotiations•lll· • 
determine the amount and terms or compensation, if any, to be paid for the use of the study. , • ! ~ ' 

) 

' > ) 
1 certify that in all instances where an offer or compensation is required, copies of all offers to pay compensation and evidence of th~? de1i~ry in • • ! • ~ 

accordance with secllons 3(c)(1)(F) and/or 3(c}(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Shv"J.l1d)J~il to produce '' 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registra~ion of ni'y produ<:t•ill > 

confonnity wllh FIF RA. , • • : • • 
I certify that the statements l have made on this form <Jnd all attachments to it are truo, accurate, and complete. I <:~cknowP.,dgc 'hat any 

knowingly false of misleadlna statement may be punishable by fine or Imprisonment of both under the appllcablo law. • ' ' ' ' • 

Signature /'J 
(/~~·· 

Typed or Printed Name and !i.Y~ , : , 

J. Austin Burns 
Re!!Uiatory Affairs Manager 

Monsanto Company Page 3 of5 
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Form Approved OMS No. 2070·0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division {2 t37), U.S. Environmental Protection Agency, 
401 M Street. s.w .. washln!lton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: January 28, 20 11 EPA Reg. No./File Symbol: 524~LOL I Page I of I 

Applicanl's/Reglstrant's Name & Address: Product: MON 89034 X TC1507 X MON 88017 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 X DAS-59122~7 
Ingredients: Bacillus thuringiensis CrylA.l05, Ccy2Ab2, CcyiF, Cry3Bbl, Ccy34/35Abl Proteins and the Genetic Materials (Vectors PV~ZMIR245, PHP8999, PV-ZM1R39, and 
PHPI7662) Necessary for their Production in MON 89034 x TCJ507 x MON 88017 x DAS-59122~7 (OECD Unique Identifier: MON-89034~3 x DAS-01507~1 x MON-88017~3 x 

DAS-59122·7) 
Guidefine Reference Number Guideline Studv Name 

Administrative Materials for lnformafion 
Regarding the Manufacturing Process for a 
5% Seed Mix Refuge for MON 89034 x 
TC1507 X MON 88017 X DA$~59122-7 

(Genuity® SmartStax~\ EPA File Symbol 
524-LOL) 

Volume 1: Information Regarding the 
Manufacturing Process for a 5% Seed Mix 
Refuge for MON 89034 x TC1507 x 

MON 88017 x DAS-:59122~7 (Genuity® 
SmartStax®; EPA File Symbol :524-LOL) 

Sign:/~·· 

-·- -- - -- ~ .... --~ -~ . 

v~ 

~ 

Monsanto Company 

p 

.. """'" .. 
vv 

• .... "' 'l# ~ 
v 

. .... - . .. 

07~CR~192E~E2 

MRID Number 

. -y Pap 

Submitter Status Note 

This 
Monsanto Company OWN Application 

Additional 
Supporting 
Manufacturing 
Information 

Monsanto Company OWN 

Name and Title Date 
J. Austin Burns, Ph.D. January 28, 20 11 

Regulatory Affairs Manager 
Agency . - ... - py 

Page 4of5 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

D.C. 20460 
Paperwork Reduction Act Notice: The pub~c reporting burden for this collection of infomlation is estimated to average 0.25 hours per response for registratiOn activities and 0.25 hours per 
response for rere!jstration and special review activities, Including time for reading the instructions and comPeting the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the bUrden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W .. Washirlaton. DC 20460. Do 

This 
Monsanto Company I OWN I Applical 

Additional 
Supporting 
Manufacturing 
Information 

Monsanto Comoanv I OWN 

Date 
January 28, 2011 

Signature Name and Title 

Monsanto Company ~ OJ.,CR-192E-E2 .. Page 5 ofS 

382 



MONSANTO~-
Administrative Materials for Information Regarding the Manufacturing 

Process for a 5°/o Seed Mix Refuge for 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
(Genuity® SmartStax®; EPA File Symboi524-LOL) 

Monsanto Company 07 -CR -192E-E2 Page 1 ofS 
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D Registration OPP ldenlifier 
United States Number 

Environmental Protection Agency D Amendment 
Washington, DC 20460 lZJ Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

EPA File Symbol 524*LOL Sheryl Reilly 

Company/Product (Name} PM# [gj None 0 Restricted 
MON 89034 X TC1507 X MON 88017 X DAS-59122* 7 92 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In acccrdance with FIFRA Seclion 3(c)(3)(B)(i}. 
Monsanto Company my product Is similar or Identical in composition and labeling to: 
800 N. Lindbergh Blvd. EPA Reg. No. 
St. Louis, MO 63167 

0 Check if this is a new address 
Product Name 

Section- II 

D Amendment - Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D •Me Too" Application. 

D Notification - Explain below. ~ Olher- Explain below. 

Explanation: Use additional page(s) If necessary. (For Section I and Section II.) 

Infonnation Regarding the Manufacturing Process for a 5% Seed Mix Refuge for MON 89034 x TC1 507 x MON 88017 x DAS* 
59122*7 (Genuity® SmartStax<~>; EPA File Symbol 524*LOL) 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

0 Yes• DYes DYes 0Metal 

0No ONo ONo 
0 Plaslic 
0 Glass 

" Certification must 1/ "Yes" No. per If "Yes" No. per D Paper 
be submitted Unit Packaging Container Packagewgt. Container 

0 Other wgt. 
(SpaciM 

3. Location of Net Contenls Information 4. Size(s) Retail Container 5. Location of Label Directions 

0 Label 0 Container 0 On Label 
0 On Labeling accompanying product 

6. Manner In Which Label is Affixed to Product 0 Lithograph 0 Other 
0 Paper glued 

0 Stenciled 

Section -IV 
1. Contact Point {Complete I/ ems directly below for ldenllflcalion of individual to be contacled. if necess]JI}',_ to process this _M/)Iication.) 

Name llUe Telephone No. (Include Area 
Dr. Russell P. Schneider Sr. Dir~tor for Regulatory Affairs & Coda) 

Policy (202) 383-2866 

Certification 6. Date JWplication 
I certify /hal the slalemenls I have made on this form and all altachments therelo are troa, accurate and complete. Received I acknowledge thai any knowingly false or misleading stalement may be punishable by fine or Imprisonment or 
both under applicable law. 

(Stamped) 
2.Sign7-.~- 3. T!Ue 

Regulatory Affairs Manager 

4~pedName 5. Date 
J. Austin Bums Ph.D. Tel. (314) 694*6514 January 28, 2011 

Please read mslructlons on reverse before completing form. Form Approved. OMB No. 2070·0060. Approval Expires 2-28-95 
EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolote. White* EPA File Copy (original) Yellow- Applicant Copy 

Monsanto Company 07-CR-l92E-E2 Page 2 of5 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting bwden for this collection of Information Is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instruclions and compeUngthe 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, Including suggestions for reducing the 
bwden to Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 
Appllcant'sJRegistrant's Name, Address, and Teiephone Number. (314) 694-6514 EPA RegistraUon Number I File Symbol; 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-LOL 
Active lngredlent(s} and/or representative test compound(s}: Bacillus tlluringiensis CrytA.l 05, Date: 

Cry2Ab2, CrytF, Cry3Bb1, Cry34/35Ab1 Proteins and the Genetic Materials <:vectors PV- January 28, 2011 ZM1R245, PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in 
MON 89034 X TC1507 X MON 88017 X DAS-59122·7 

General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: MON 89034 x TC1507 x 
Terrestrial field crop MON 88017 X DAS-59122-7 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label. you do not 
need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570·27). 

D I am responding to a Data-Call·in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this purpo$e). 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
I am using the cite-all method of support, and have Included with I am using the selective method of support (or cite-all option under 

D this form a list of companies sent offers of compensation {the ~ the selective method}, and have included with this form a 
Data Matrix Form should be used for this purpose}. completed list of data requirements (the Data Matrix form must be 

used). 

Section II: GENERAL OFFER TO PAY 

0 (Required If using the cite-all method or when using I he cite-all option under the selective method to satisfy one or more data requirements] 
I 

I hereby offer and agree to pay compensation, to other persons, with regard to I he approval of this application, to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I certify that this application for registration, this form for reregistration, or this Dala·Call-ln response Is supported by all data submitted or ciled in 

the application for registration, the form for registration, Of the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective 
method is indicated in Section t, this application is supported by all data In the Agency's files that (1) concern the properties or effects of this product or 
an identical or substantially similar product, one or more of the Ingredients in this product: and (2) Is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the applicalion sought the initial registration of a product of Identical or 
similar composition and uses. 

I certify that for each exclusive use study cited In support ofthis registration Of reregistration, that I am the orignal data submitter or that I have obtained 
the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either. (a} I am the original data 
submitter; (b} I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is In the public literature; {e) I have notified In writing the company that submitted the sludy and 
have offered (i) to pay compensation to the extent required by sections 3(c)( t)(F) andfor 3(c}(2)(B) of FIFRA; and (li} to commence negotiations to 
determine the amount and terms of compensation, if any. to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation end evidence of their delivery in 
accordance with sections 3(c}( t)(F) and/or 3{c)(2)(B) of FIFRA are available and will be submitted to the Agency upon 1equest. Should I fall to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, caned or suspend the registration of my product In 
conformity with FIFRA 
I certify that tho statomonts I have made on this form and all attachments to It are true, accurate, and complete. I acknowledge that any 

knowlngly_falsc of mtsloadil'lRStatoment ma)'be punishable b)' fino or itllprisonment of both under the llJ!R!Icable law. 

s1gomu~ Date Typed or Printed Name and Title 

<'~- ~ :1-S1Pot( J. Austin Burns 
Regulatory Affairs Manager 

Monsanto Company Page 3 of5 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070·0060 1 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The pubOc reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send cOmments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, j 
401 M Street. S.W. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: January 28, 2Pll EPA Reg. NoJFUe Symbol: 524-LOL I Page t of t 
Applicanrs/Registrant's Name & Address: Product: MON 89034 x TC1507 x MON 88017 I 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 X DAS-59122-7 I 
Ingredients: Bacillus thuringfensis Cry1A.J05, Cry2Ab2, Cry IF, Cry3Bbl, C.ry34/3SAbl Proteins and the Genetic Materials (Vectors PV..Zl\11R245, PHP8999, PV-ZMJR39, and 

I PHP17662) Necessary for their Production in MON 89034 x TCJS07 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3 x 
DAS-59122-7} 

. ._/ 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 
Administrative Materials for Information 

I Regarding the Manufacturing Process for a 
5% Seed Mix Refuge for MON 89034 x 
TC1507 X MON 88017 X DAS-59122·7 
(Genuity® SmartStax0 ; EPA File Symbol · This 
524-LOL) Monsanto Company OWN Application 

Volume 1: Information Regarding the Additional 
Manufacturing Process for a 5% Seed Mix Supporting 
Refuge for MON 89034 x TC1507 x Manufacturing 
MON 88017 x DAS-59122-7 (Genuity~ Information 
SmartStax®; EPA File Symbol524-LOL) Monsanto Comoany OWN 

Sign.:::;!~ Name and Title Date 

J. Austin Burns, PhD. January 28, 2011 

R~g_ulatory Affairs Manager -· - - ·- - - .... . .. -ap p 

Monsanto Company 07-CR-I92E-E2 Page 4 ofS 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinoton. D.C. 20460 
Paperwork Reduction Act Notice: The pubUc reporting burden for this collection of lnfonna!ion is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instructions and compleUng the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this coUection of infonnation.lncluding suggestions for reducing the burden to: Din:!ctor, OPPE lnfonnation Management Division {2137), u.s. Environmental Protection Agency, 

not 

Monsanto 

Signature Name and Title 

Monsanto Company 07-CR-192E-E2 Page 5 of5 

0\VN 

OWN 

Date 
January 28, 2011 

This 

Additional 
Supporting 
Manufacturing 
Information 
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MONSANTO~-
Administrative Materials for Information Regarding the Manufacturing 

Process for a 5% Seed Mix Refuge for 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
(Genuity® SmartStax®; EPA File Symbol524-LOL) 

, ) ' ') 

~ ' :) ) .) 
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r 
I 

0 Registration OPP Identifier 
United States Number 

Environmental Protection Agency D Amendment 
Washington, DC 20460 [:g) Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

EPA File Symbol 524~LOL Sheryl Reilly 

Company/Product (Name) PM# {g) None 0 Reslricted 
MON 89034 X TC1507 X MON 88017 X DAS~59122~7 92 

5. Name and Addtess of Applicant (Include ZIP Coda) 6. Expedited Review. In aocotdance with FIFRA Section 3(c)(3)(8)Q), 
Monsanto Company my product is similar or identical in composition and labeling to: 
800 N. Lindbergh Blvd. EPA Reg. No. 
St. Louis, MO 63167 

0 Check if this is a new address 
Product Name 

Section -II 

D Amendment - Explain below. D Final printed labels in response to 
Agency leiter dated 

D Resubmlssion in response to Agency letter dated D "Me Too" APplicallon. 

_0 Notification- Explain below. ~ Olher- Explain below. 

Explanation: Use additional page(s) if necessary. (Fot Section I and Section II.) 

lnfonnation Regarding the Manufacturing Process for a 5% Seed Mix Refuge for MON 89034 x TCI507 x MON 88017 x DAS~ 
59122~ 7 _(Genui_ty~ SmartStax~~>; EPA File Symbol 524~LOL) 

Section - Ill 
1. Material This Product Will Bo Packaged In: 

Child-Resistanl Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

0 Yes• DYes DYes 0Melal 

ONo ONo DNo 
0 Plastic 
0 Glass 

"Certification must If "YeS' No. per lf"Yes" No. per 0 Paper 
be submitted Unit Packaging Container Packagewgt. Conlalner 

0 Olher wgt. 
(Soecifv) 

3. Location of Net Contents lnfonnatlon 4. Size(s) Retail Container 5. Location of Label Direc!lons 

0 Label 0 Container 0 On Label 
0 On Labeling accompanying product 

6. Manner in Which La bells Affixed to Product 0 Lilhograph 0 Other 
0 Paper glued 

0 Stenciled 

Section -IV 
1. Contact Point (Comptele items direcl/y below for Identification of individual to be contacled. if necessary, to process this app/lcation.J 

Name Title Telephone No. (lnrJude Area 
Dr. Russell P. Schneider Sr. Director for Regulatory Affairs & Coda) 

Policy (202) 383-2866 

Certification 6. Date Applica~on 
1 certify thai the statements I have made on /his form and all atlachments th&rafo are /rue, accurate and complete. Received I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. 

(Stamped) 
2.Sign7-~ 3. nue 

Regulatory Affairs Manager 

4~pedName 5. Date 
J. Austin Burns Ph.D. Tel. (314) 694-6514 January 28, 2011 

Please read Ins/ructions on reverse before completing form. Form Approved. OMS No. 2070.0060. Approval EXp1res 2·28-95 
EPA Form 8570-1 (Rev. 3-94} Previous editions are obsolete. White~ EPA File Copy (original} Yellow- Applicant Copy 

Monsanto Company 07-CR-192E-E2 Page 2 of5 
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) 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of Information is estimated to average 1.25 hours per response for 
registraUon and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to Director, OPPE Information Management Division (2137). U.S. Environmental Proteclion Agency, 401 M Streel, S.W., Washington DC, 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 
Appllcant's/Registrant's Name, Address, and Telephone Number. (314) 694~65 I 4 EPA Registration Number I File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524~LOL 

Active lngredient(s) and/or representative test compound(s): Bacillus thuringiensis CrylA.l 05, Date: 
Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Abl Proteins and the Genetic Materials (Vectors PV- January 28, 201 1 ZMIR245, PHP8999, PV -ZMIR39, and PHP 17662) Necessary for their Production in 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 

General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: MON 89034 x TC1507 x 

Terrestrial field crop MON 88017 X DAS-59122-7 

NOTE: If your product is a 100% repackaging of another purchased EPA·reg·,stered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exem!)llon Statement (EPA Form 8570-27). 

D I am responding to a Data-Call-In Notice, and have Included \Nith this form a list of companies sent offers of compensation (the Data Malrix form 
should be used for this pum_ose}. 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
I am using the cite-an method of support, and have induded \Nith 1 am using the selective method of support (or cite-all option under 

D this form a list of companies sent offers of compensation (the [g) the selective method), and have included with this fonn a 
Data Matrix Form should be used for this purpose). completed list of data requirements (the Data Mattix form must be 

used). 

Section II: GENERAL OFFER TO PAY 

D (Required if using the cite-all method or when using the cite-all option under the selec!ive method to salisfy one or more data requirements) 
I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I certify that this application for registration, this form for reregistration, or this Data-Call·ln response is supported by all data submitted or cited in 

·the application for registration, the form for registration, or the Data·Call-ln response. In addition, If the cite-all option or dte-all option under the selective 
method is indicated In Section 1, this application is supported by all data in the Agency's files that (1) concem the properties or effects of this product or 
an Identical or substantially similar product, one or more of the ingredients in this prowct; and (2) is a type of data that would be required to be submitted 
under the dala requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or 
similar composition and uses. 

I certify that for each exclusive use study cited In support of this registration or reregistration, that I am the original data submitter or that I have obtained 
the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exdusive use study, either. (a} I am the original data 
submitter; (b) I have obtained the permission of the original data submltler to use the study In support of this application; (c) all periods d efigibinty for 
compensation have expired for the study; (d) the study is In the public literature; (e) I have notified In writing the company that submitted the study and 
have offered (I) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (li) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

1 certify that in all Instances where an offer of compensation Is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1XF) and/or 3(c){2)(B) of AFRA are available and \Nill be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity \Nith AFRA. 
1 certify thnt tho statements I have made on this form and all attachments to It are true, accurate, and complete. I acknowledge that any 

knowingly_ false of misleading statement ml)}" be_punishable bY fine or Imprisonment of both under the aJ)pl!cablo law. 

S~MW~ Date Typed or Printed Name and Title 

~~- ~ :Z8,Pot( J. Austin Bums 
Regl!latory Affairs Manager 

Monsanto Company 07 ~CR ~ 192E~ E2 Page 3 of5 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY I 

401 M Street, S.W. 
I 

I Washin~g~on, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of Information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per i 
response for reregistration and special review activities, Including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any I 

other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, I 401 M Street. S.W .. Washington, DC 20460. Do not send the form to this address. I 

DATA MATRIX I 
Date: January 28, 2011 EPA Reg. NoJFile Symbol: 524-LOL I Page I of I 
Appllcant's/Registranrs Name & Address: Product; MON 89034 x TC1507 x MON 88017 J 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 X DAS-59122-7 
lngredienls: Bact/Ius thurrngiensis Cry1A.l05, Cry2Ab2, CrylF, Cry3Bb1, Cry34/35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and I 
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3 x 

~· 

DAS-59122·7) I 
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Administrative Materials for Information 
Regarding the Manufacturing Process for a · 
5% Seed Mix Refuge for MON 89034 x 

TC1507 X MON 88017 X DAS-59122-7 
(Genuity® SmartStax®; EPA File Symbol This 
524-LOL) Monsanto Company OWN Application 

Volume 1: Information Regarding the Additional 
Manufacturing Process for a 5% Seed Mix Supporting 
Refuge for MON 89034 x TC1507 x Manufacturing 
MON 88017 x DAS-59122-7 (Genuity® Information 
SmartStax®; EPA File Symbol524-LOL) Monsanto Company OWN 

Signa;;/-'~ Name and Title Date 

J. Austin Burns, Ph.D. January 28, 2011 

R~gulatory Affairs Manager 
-· --.-~--- .. ·- .. . .. .... ... -ap yPap gency py 
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&EPA 
No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton. D.C. 20460 
Paperwork Roductlon Act Notice: The public reporting burden for this collection of intonnaUon is estimated to average 0.25 hours per response tor registration aclivitles and 0.25 hours per 
response for rere gistratlon and special review acl ivities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of thiS collection of lnfonnation, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protecllon Agency, 

This 
Monsanto Company I OWN I Applicat 

Additional 
Supporting 
Manufacturing 
Information 

Monsanto Comoanv I OWN 

Date 
January 28, 2011 

Signature Name and Title 
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MONSANTO~-
Administrative Materials for Information Regarding the Manufacturing 

Process for a 5% Seed Mix Refuge for 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
(Genuity® SmartStax®; EPA File Symbol524-LOL) 
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0 Registration OPP Identifier 
United Stales Number 

Environmental Protection Agency D Amendment 
Washington, DC 20460 [gJ Other 

Application for Pesticide- Section J 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

EPA File Symbol 524-LOL Sheryl Reilly 

Company/Product (Name) PM# ~ None 0 Resllicted 
MON 89034 X TCI507 X MON 88017 X DAS-59122-7 92 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(B)(l), 
Monsanto Company my product is similar or identical in composition and labeling to: 
800 N. Lindbergh Blvd. EPA Reg. No. 
St. Louis, MO 63167 

0 Check if this Is a new address 
Product Name 

Section -IJ 

D Amendment - Explain below. D Final printed labels In response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too" ApPlication. 

D Notification - Explain below. ~ O!her- Explain below. 

Explanation: Use additional page(s) i/ necessary. (For Section land Section II.) 

Infonnation Regarding the Manufacturing Process for a 5% Seed Mix Refuge for MON 89034 x TC1507 x MON 88017 x DAS· 
59122-7 (Genuity® SmartStax®; EPA File Symbol524-LOL) 

Section - IJI 
1. Material This Product Will Bo Packagod In: 

Child· Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type o1 Container 

0 Yes• Oves Oves 0Metal 
0 Plaslic 

DNo DNo DNo 
0Giass 

.,. Cerllflcaffon must II "Yes" No. per 1/"Yes" No. per 0 Paper 
be submitted Unit Packaging Container Package wgt. Container 0 Other wgt. 

{SpeciM ;)~,$.) 

3. Location o/ Net Contents Information 4. Size(s) Retail Container 5. Location oflabel Directior.s~ • 

0 Label 0 Container 0 OnLabel • • ) ) , .$ ~) 

0 On Labeling accomp~nying product 

0 Uthograph 0 Other 
... ..,~:. 

6. Manner In Which Label is AffiXed to Product • ) 
) ) • 

0 Paper glued 
) • ) . ) . ~ ) ·~ 4 ~ 

0 Stenciled • ) • ~ .. ~ " .. 
Section -JV • 0, ~ 3 

• 
1. Contact Point {ComfJ/ele if ems directly_ below for Identification ol individual to be contacted, if necessary, lo_e_roce.ss this apaiJcationJ_ 

. . 
Name Title Telephone N~.>(,n<:i;de Area 

Dr. Russell P. Schneider Sr. Director for Regulatory Affairs & Code) ' 

Policy_ (202) .aaa~2866 . 
Certification 6. Date Application 

I certify that the statements 1 hava made on /his form and all attachments thereto are true, accurate and complete. Received 
I acknowledge that any knowingly false or misleading .statement may be punishable by fine or imprisonment or 
both under applicable law. 

(Stamped) 
2.Signz~- 3. Title 

Regulatory Affairs Manager 

4~pedName 5. Dale 
J. Austin Burns Ph.D. Tel. (314) 694-6514 January 28,2011 

Please read mstruclions on reverse before complelmg form. Form Approved. OMB No. 2070·0060. Approval Exp1res 2-28-95 
EPA Form 8570-1 (Rev. 3·94) Previous oditlons are obsolote. White· EPA Flle Copy (original) Yellow- Applicant Copy 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instruclions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 

Applicant's/Reglstrant's Name, Address, and Telephone Number: (314) 694-6514 EPA Registration Number I File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-LOL 
Active lngredient(s) and/or representative test compound(s): Bacillus tlmringiensfs Cry I A. I 05, Date: 

Cry2Ab2 1 Cry1 F 1 Cry3Bb 1, Cry34/35Ab I Proteins and the Genetic Materials {Vectors PV- January28, 2011 ZM1R245, PHP8999, PV-ZMIR39, and PHPI7662) Necessary for their Production in 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 

General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: MON 89034 x TCI507 x 

Terrestrial field crop MON 88017 X DAS-59122-7 

NOTE: If your product Is a 100% repackaging or another purchased EPA-registered product labeled for aU the same uses on your label. you do not 
need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27}. 

0 I am responding to a Data-call-in Notice, and have included with this form a list of companies sent olfers of compensation (the Data Matrix form 
should be used for this purpose). 

Section J; METHOD OF DATA SUPPORT (Check one method only) 
I am using the cile·all method of support, and have Included with I am using the selective method of support (or c!te-all option under 

0 this form a list or companies sent offers of compensation (the ~ the selective method), and have Included with this form a 
Data Matrix Fonn should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used). 

Section JJ: GENERAL OFFER TO PAY 

0 [Required If using the cite-all method or when using the cite·all opUon under the selective method to satisfy one or more data requirements) 
I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

Section Ill; CERTIFJCATJON 
I certify that this application for registration, this form for reregistration, or this Data-Call-In response Is supported by all data submitted or cited In 

the application for registraUon, the form for reglslration, or the Data-Call-In response. In addition, If the cite-all option or cite-all option under the seleclive 
method is Indicated in Section 1, this application is supported by all data in the Agency's files that (1) concem the properties or effects of this product or 
an identical or substantially similar product, one or more of the Ingredients in this product; and {2) Is a type or data that would be required to be submitted 
under the data requirements In effect on the dale of approval of this application if the application sought the initial registration of a prqouti'df identical or 
similar composition and uses. .) ;) ~ ~ 

I certify that for each exclusive use study cited In support of this registration or reregistration, that I am the original data submitler ort~31.1.Jl~·te oblained 
the written permission of the original data submitter to cite that study. ' 

~ ··~., I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am the origlnal>dalu 
submitter; (b) I heve oblained the permission of the original data submitter to use the study In support or this application; (c) all p'lrfods o} eligibility for 
compensation have expired for the study; (d) the study Is In the public literature; (e) I have notified In wriling the company that subn1hled'!he studt ~~u 
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(8) of FIFRA; and (ii) to commance negotiations to 
detennine the amount and terms of compensation, if any, to be paid for the use of the study. ! • • • • " ~ ... ~ 

• I 
I certify thai In all Instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their d~livery In • • • •1 

accordance with sections 3(c)(1XF) and/or 3(c){2)(8) of FIFRA are available and \llill be submitted to the Agency upon raquest. Sho~I)IJ taJIJ.o produce 
such evidence to the Agency upon request, I understand that the Agency may inillate action to deny, cancel or suspend the reglstrat:on of my product in 
conformity with FIFRA. ) • 
I certify that lhe statements I have made on this form and all attachments to It aro truo, accurato, and complcto. I acknowl~~gc•th~t any 

knowingly false of mlsleadin g statement may be punishable by fl no or imprisonment of both under tho applicable law. 

Slgnat~avv-- Date Typed or Printed Name and Title 

~ :2.8/Pot( J. Austin Burns 
Regulato_ry_ Affairs Manager 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY i 401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reductlon Act Notice~ The public reporting burden for this colfecfion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per I 

response for reregistration and special review activiUes, including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any 
other aspect of this collection of informallon, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
40 t M Street. S.W., Washington. DC 20460. Do not send the form to this address. I 

DATA MATRIX 
Date: January 28, 2011 EPA Reg. No./File Symbol: 524-LOL I Page I of 1 
Appficanfs/Reglstrant's Name & Address: Product: MON 89034 X TC1507 X MON 88017 ' 
Monsanto Company, 800 N. LindberghBlvd., St. Louis, MO 63167 X DAS-59122-7 
fngredlents: Bacilluslhuringi<?nsisCry1A.l05, Cry2Ab2, Cry IF, Cry3Bb1, Cry34/35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMlR39, and 
PHPI7662) Necessary for their Production in MON 89034 x TCt507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-880t7-3 x 
DAS-59122-7) 
Guidefine Reference Number Guideline Study Name 

Administrative Materials for Information 
Regarding the Manufacturing Process for a 
5% Seed Mix Refuge for MON 89034 x 
TCI507 X MON 88017 X DAS-59122-7 
(Genuity~ SmartStax0 ; EPA File Symbol 
524-LOL) 

Volume I: Information Regarding the 
Manufacturing Process for a 5% Seed Mix 
Refuge for MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 (Genuity0 

SmartStax0
; EPA File Symbol524-LOL) 
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Additional 
Supporting 
Manufacturing 
Infonnation 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton. D.C. 20460 

Form Approved 

Paperwork Reduction Act Notice: The public reporting burden for this conection of information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, induding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington, OC 20460. Do not send the form to this address. _ 
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December 18,2009 

Document Processing Desk 

MONSANTO 
imagine 

Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S~4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

479437~00 

MONSANTO COMPANY 

800 NOP.TH LINOSERGH BLVC 

S! ~OIJIS, MISSOIJRI 6~13i 

http:; twww.monsanto.corr. 

Subject: Application to Register the Plant-Incorporated Protectant, Bacillus thuringiensis 
CryiA.l05, Cry2Ab2, CrylF, Cry3Bb1, Cry34Abl and Cry35Abl Proteins and the 
Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) 
Necessary for their Production in MON 89034 x TCI507 x MON 88017 x DAS-59122-7, 
with an interspersed in-field refuge configuration using a seed mixture, EPA Reg. No. 
524-XX:X. 

Dear Dr. Reilly: 

Please find the enclosed application for the registration of the combined plant~incorporated 
protectants, Bacillus thuringiensis (Bt) CrylA.l05, Cry2Ab2, CryiF, Cry3Bbi, 
Cry34Ab1, and Cry35Abi proteins and the genetic material necessary for their production 
in field corn (PV -ZMIR245, PHP8999, PV -ZMIR39, PHP17662) produced in MON 89034 
x TCI507 x MON 88017 x DAS-59122-7 (SmartStru/~) allowing an interspersed in-field 
refuge option that is enabled by a seed-mixture containing PIP and non-PIP seed. This 
refuge option is distinct from those allowed under the SmartStax EPA registration No's: 
524-581 (Monsanto) and 68467-7 (Dow AgroSciences). 

Monsanto Company and Dow AgroSciences (Dow) have used conventional breeding 
techniques to develop the combined trait corn product MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 (SmartS tax). This combined trait com product is compdsed 
of six PIPs encoded by four independent events that have each undergone s'lfety 
assessments by EPA. Each of these four events, as well as the SmartStax combined trait 
product has a separate Section 3 registration with the EPA Permanent to!erance 
exemptions are in place for each of the six PIP and two inert marker proteins present,i'n the 
combined trait product, SmartS tax. EPA completed the safety and envi.F::mm~ntal 
assessment by of SmartStax leading to the Section 3 registrations, 524-58I and 6&46?-~.7, in 
July, 2009. Because SmartStax is currently registered to allow various dis,;;rct~ · 5% 
structured refuge options, additional product descriptors for seed corn specific t:0r the 
interspersed refuge option would be used to ensure there is no confusion betwee.n tt·.~ two 

TIC SmartStax is a trademark of Monsanto Technology LLC. 

Monsanlo Company 07-CR~I92E-2 Page 1 ~9~ 



SmartStax product offerings. These additional descriptors would be added prominently to 
seed corn units and associated labels and literature. Monsanto is committed to ensuring 
this product clarity) and will present plans for these descriptors to EPA at a later time as 
they are developed. 

Currently) the majority of U.S. com production utilizing PIP~containing corn requires a 
20% non~insect protected (referred to as non~PIP or non~Bt) discrete structured refuge for 
insect-protected Bt corn. The majority of these products produce a single Bt toxin mode of 
action (insect control). The strategy to use two or more effective doses with differing 
modes of action {so-called pyramiding) as an effective way to combat resistance 
development is supported by academics and regulators as the most effective strategy to 
foster the durability of insect-protected biotech crops. SmartStax produces three Bacillus 
thuringiensis (Bt) protein toxins each with independent modes of action against 
lepidopteran com pests) and two Bt protein toxins with independent modes of insect 
control against corn rootworms. Each insecticidal mode of action provides an effective 
dose against these pests. Thus, SmartStax represented a step-change in insect control and 
insect resistance management (IRM) for corn pests, providing multiple effective modes of 
action for the control of both above~ground lepidopteran pests and the below-ground corn 
rootworm (CRW) complex, enabling a significant reduction in the required refuge area 
(5%) in the U.S. Corn· Belt compared with single toxin products (20%). 

The IRM conditions of registration for SmartS tax under registrations 524~581 and 68467-7 
require growers in the U.S. Com Belt (non-cotton growing areas) to plant 5% of their com 
acres with a non-Bt common insect refuge for every 95% of their acres of SmartStax. The 
non-Bt 'common) refuge supports the production ofnon-rel)istant adult insects for both the 
lepidopteran and corn root\.vorm pests to mate with the respective surviving insects 
emerging from SmartStax plants, and thus serves as a refuge for both lepidopteran and 
corn rootworm pests. This non~Bt refuge com can be placed as a discrete area) either as in
field strips, perimeter rows) adjacent block, or as a separate block within 112 mile from the 
SmartStax field. The specific refuge requirements are defmed according to the prevailing 
pests in a given region, and whether plantings occur in major cotton growing regions. 

Extensive laboratory and field studies, and conservative mathematical modeling) showed 
that even with the 5% structured refuge) the rate of resistance evolution should be at least 
three times slower for SmartStax than existing single toxin products utilized with a 20% 
refuge. Given the significant improvements in insect control efficacy and spectrum, 
reduction in refuge, overall improvements in yields and potential for elimination 0f soil
applied pesticides) SmartStax corn has the potential to produce sizable pecuniary ar.d non~ 
pecuniary benefits for farmers and the environment. The multiple effective dose str?.tegy ;.s 
a central component of the durable IRM refuge strategy for SmartStax) using a 5% refuge 
in any field configuration. 

Although the SmartStax registration provided data and modeling information to ::;upoo:-t 
deployment of various 5% discrete structured refuge option in the Corn Belt, Mons:mto 
and Dow have investigated alternative refuge designs over many years. This includ~:; an 
interspersed refuge approach (commonly referred to as a 'seed mix') or 'refuge in a bag')) 
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in which a fixed amount of non-Bt seed would be included vvithin each bag of SmartStax 
seed corn to create a interspersed distribution of non-Bt refuge plants among the SmartStax 
corn plants across a t1eld. Seed mixes of Bt and non-Bt seed have been ·recognized as a 
possible insect resistance management (IR.Nl) strategy for Bt crops for almost two decades 
because of the value of having an IRM strategy implemented by the technology provider 
rather than growers. This removes the issue of grower compliance with the IRN1 strategy 
and ensures that a refuge will be present within every Bt crop field. Benet1ts of an 
interspersed refuge via seed mixes from an IRM perspective include: 

• Consistent percentage of non-Bt plants in every Bt t1eld 
• An interspersed in-field distribution of non-Bt plants will be particularly 

beneficial for very large fields 
• Reduced probability of mating between Bt-resistant adults 
• Appropriate choice of refuge hybrid ensured 
• Identical management of Bt and refuge plants 
• No additional insecticide use on refuge plants 
• Higher adoption of pyramided varieties, increasing the durability of all 

Bt traits 

A major hindrance to enabling the development and deployment of an interspersed refuge 
structure in the past has been the minimum 20% refuge size necessary to ensure durability 
(time to resistance development) of single dose products. In-field refuges above 5% 
caused unacceptable total field yield losses in an interspersed in-t1eld refuge structure. 
With the development of SmartStax corn containing two- and three- effective insecticide 
modes of action against targeted pests, the substantial increase in durability supported a 
reduction in the refuge from 20% to 5%. The durability of SmartStax with a 5% re.fuge for 
both above-ground and below-ground pests also strongly supports a. 5% interspersed in-
field refuge structure, as delivered by planting a seed mix refuge. · 

The central need for an interspersed refuge- as with any refuge strategy, is that it supports 
sufficient populations of susceptible ·target insects while enabling mixing of these insects 
with any resistant insects surviving in Bt corn fields. Compared with a block refuge, the 
novel characteristic of a seed mix is the interspersed nature of Bt and non-Bt plants within 
in a t1eld. This spatial distribution will enhance the mixing of adult insects. coming from 
Bt and non-Bt plants, ensuring that any resistant insects surviving on Bt plants will 
encounter susceptible insects coming from non-Bt plants, which will be beneficial for 
IRM. However, this spatial distribution of plants in a t1eld also could incre;;-se t~e 
likelihood that larval insects may move between Bt and non-Bt plants because all .10n-Bt 
plants will have neighboring Bt plants. Thus, it is important to quantify the impacts of th~s 
larval movement on the refuge function within an interspersed refuge from a seed mix. 

Specifically, two criteria need to be met to confirm that a 5% seed mix refugt:: i$ as 
effective as current refuge options for SmartSta.x. First, the.seed mix should not leJ.d to a 
biologically significant increase in sub-lethal exposure of larvae to the Bt toxins that c0uld 
increase selection for Bt resistance. This could occur either through early instar larvu.c of 
the target pests moving from Bt plants to non-Bt plants after sub-lethal exposure, or oy 
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larvae moving from non*Bt to Bt plants as larger, more BHolerant instars. Assessment of 
this issue requires examining the susceptibility of larvae of different ages to the proteins in 
SmartStax. Based on extensive data, the expectation is that the enhanced toxicity 
conferred by the multiple effective modes of action of SmartStax will make it unlikely that 
larvae will be able to move and survive in this way, particularly for the highly susceptible 
lepidopteran target pests. Second, the non*Bt plants in the interspersed field seed mix must 
support sufficient susceptible pest insects to be an adequate refuge. This can be assessed 
through direct surveys of pest population density on the non*Bt plants, together with 
appropriate mathematical modeling. 

To this aim, this registration application provides data collected over the past three years 
assessing the efficacy and value of an interspersed 5% in*field refuge option, via a seed 
mix containing 5% non*Bt refuge seed + 95% SmartStax seed, as an additional refuge 
strategy for SmartStax com in the U.S. Com Belt. Details of these data and analyses are 
presented in Volume 2 of this submission. The supporting data and information included 
in this request include (1) data on larval movement and survival in a 5% interspersed in
field refuge for the key lepidopteran (European com borer (ECB) and southwestern com 
borer (SWCB)) and coleopteran target pests (primarily western com rootworm (WCR) and 
secondarily northern com rootworm (NCR)); (2) mathematical modeling to demonstrate 
the acceptable risk of a interspersed 5% in*field refuge strategy compared to existing 
refuge strategies; (3) data on the efficacy of a 5% interspersed refuge against the target 
pests, and the impact of the non-Bt plants in the interspersed refuge on overall yield; (4) 
criteria are described for ensuring and verifying a consistent seed mix percentage during 
the manufacturing process; and additionally, (5) information outlining the benefits for 
growers, the public, and environment that would result from the addition of an interspersed 
refuge option for SmartStax (Volume 3 of this submission). 

Presented in Volume 2, laboratory and field data indicate that a 5% seed mix will provide 
an effective refuge for SmartStax for ECB, SWCB, and the CRW species. For all of these 
pests, the non*Bt plants in a 5% seed mix consistently supported large populations of 
susceptible insects, while the SmartStax plants had few or no survivors. Highly 
conservative mathematical modeling shows that an interspersed refuge strategy will 
provide comparable or greater durability than 5% structured refuge in the Corn Belt, 
depending upon compliance with the structured refuge, and greater durability than single 
Bt products with a 20% refuge. Furthermore, this approach will provide yields comparable 
to current structured refuge systems but with greater convenience and reduced insecticide 
use on the refuge, thereby bringing additional benefits beyond those of SmartStax with 5% 
discretely structured refuge. 

Presented in Volume 3, the benefits to growers, the environment, and to society at lac~e 
will be realized by the addition of an interspersed 5% in-field refuge option for SmartStax. 
Under all 5% refuge options (the strip or block refuge strategy supported in Sm:-trl8t:l..c 
registrations 524*581 and 68467*7, and the interspersed 5% in*field refuge propose::! with 
this application), SmartStax represents significant value to U.S. farmers. There are unique 
benefits to a SmartStax 5% interspersed refuge above those provided by discrete strip or 
block refuges. These include substantial non*pecuniary grower benefits, environm~ntal 
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benefits, and improved compliance with IRM requirements. Enabling growers to broadly 
plant SmartStax com with an interspersed in-field refuge will support: 

• Reduction or potential elimination of application of soil-applied insecticides 
• Reduce potential for com rootwonn insecticides in ground or surface water 
• Reduce farm worker exposure to organophosphate insectiCides, accidental 

insecticide spills, and insecticide carryover effects 
• Increase simplicity, flexibility, and time savings associated with planting the refuge 
• Guarantee grower compliance with IRM requirements 
• Provide incentive to growers to switch to pyramided Bt technology, improving 

durability ofBt com technology 

This request for a registration ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7 
(SmartStax) will allow an in-field refuge structure in which the non-Bt refuge plants are 
interspersed within the SmartStax field. This type of interspersed in-field refuge is a 
'structured refuge', as defined by EPA (Biopesticides Registration Action Document for Bt 
Plant-Incorporated Protectants, October 15, 2001), and would be implemented by growers 
planting a defined seed mixture comprised of PIP (SmartStax) seed with a fixed amount of 
non-Bt (refuge) seed. In addition, this interspersed refuge would only be implemented via 
planting a seed-mixture manufactured by the technology provider (registrants) and 
appropriately licensed seed producer affiliates.· This non-Bt refuge would be 
complementary to, but distinct from, the refuge structures currently allowed under 
SmartStax registrations 524-581 and 68467-7 (in-field strips, rows, or blocks). 

Monsanto and Dow are hereby requesting .a registration for the plant-incorporated 
protectant, Bacillus thuringiensis Cry1A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl and 
Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV
ZMIR39, and PHP17662) necessary for their production in MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7, with an interspersed in-field refuge configuration. The 
interspersed refuge would be implemented via a seed mixture in bags of seed com 
consisting of 5% non-Bt com along with 95% SmartStax com. Seed mixtures to be 
planted under this option would only be prepared by seed producers licensed by the 
registrants to ensure consistency and provide adequate refuge in the field. 

The documents accompanying this request are listed in the table below. The table 
includes the classification categories "A", "B", and "C" for each document, as defined by 
the Agency: 

• Category "A": Materials that can be released to anyone, regardless of a:ffiliaii0n tv 
a foreign or multi-national pesticide producer. 

• Category "B": Information can be released only to individuals that attest they are 
not employees or agents of a foreign or multi-national pesticide producer, ~ per 
FIFRA Section 1 O(g). 
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• Category '(C": Confidential Business Information that is protected from any 
disclosure indefinitely by provisions put forth by the EPA, as per FIFRA Section 
10. 

A CD-ROM containing the fully releasable ("A") documents m .pdf format 1s also 
provided. 

It is Monsanto's understanding from communications with the EPA BPPD, that the 
following fee category and amount is appropriate based on the PRlA II Fee Table, 
effective October 1, 2008. 

• Fee category: B881. New Product; SAP review required 
• Fee category amount: $82,688 

Documents accompanying this application for registration 

Hard .pdf file for 
Volume Cate2:ory Document copy E-docket 
N/A A Cover letter " " NIA A Transmittal document " -J 

l A 
Volume 1: Administrative volume 

" " (redacted copy) . 
1 B Volume 1: Administrative volume " Volume 2: Five Percent Seed Mix 

Refuge as an Insect Resistance 
2 B Management Option for " MON 89034 X TC1507 X 

MON 88017 X DAS-59122-7 
Volume 3: The Benefits of a 5% ...; 

3 B 
Interspersed In-field Refuge Option for 
SmartStax™ Corn 

Should you require any additional information regarding this application please feel free to 
contact Dr. Russell Sclmeider at 202-383-2866, or myself at 314-694-6514. 

s· cerely, 
/ 

Austin Burns, Ph.D. 
Regulatory Affairs Manager 
Monsanto Company 

cc: Mike Mendelson, EPA/OPP/BPPD 
Russell Sclmeider, Ph.D., Monsanto 
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MONSANTO~-
TRANSMITTAL DOCUlVIENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

REGULATORY ACTION IN SUPPORT OF WHICH 
THIS DOCUMENT IS SUBMITTED 

Administrative Materials for the Application to Register the Plant-Incorporated 
Protectant, Bacillus thuringiensis CrylA.l05, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, 

and Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV
ZMIR39, and PHP17662) Necessary for their Production in 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7, 
With an Interspersed In-Field Refuge Configuration Using a Seed Mixture 

EPA Registration Number: 524-XX:X: 

TRANSMITTAL DATE 

December 18, 2009 

MONSANTO REFERENCE No. 

07-CR-192E-2 
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LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Volume 1. Administrative Materials for the Application to Register the Plant~ 
Incorporated Protectant, Bacillus thuringiensis Cry1A.105, Cry2Ab2, CrylF, 
Cry3Bbl, Cry34Ab1, and Cry35Ab1 Proteins and the Genetic Materials 
(Vectors PV~ZMIR245, PHP8999, PV~ZMIR39, and PHP17662) Necessary 
for their Production in MON 89034 x TC1507 x MON 88017 x DAS~59122-

7, With an Interspersed In-Field Refuge Configuration Using a Seed Mixture 

MRID Number ______________ _ 

Registration Summary and Data 

Volume 2. Five Percent Seed Mix Refuge as an Insect Resistance Management Option 
for 

MON 89034 X TC1507 X MON 88017 X DAS~59122-7 

MRID Number 47943701 
------~------------------

Characterization of. Benefits 

Volume 3. The Benefits of a 5% Interspersed In~field Refuge Option for SmartStaxTM 
Com 

fvlRID Nwnber _4....;..:7"""9....:.43=7"""""0=2~----------

Company Official: .etf-~ 
ustm Bums, Ph.D. 

Company Name: 

Regulatory Affairs Manager 
(314) 694~6514 

Monsanto Company 

Company Contact: Russell P. Sclmeider, Ph.D. 

Monsanto Company 

Senior Director, Regulatory Affairs and Policy 
(202) 383~2866 

07-CR-192E-2 :->ag<. C of2 
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February 14, 2011 

Document Processing Desk 

MONSANTO 
1m 1ne 

Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

MONSANTO COMPANY 

800 NORTH l!NOBERCH BLVO 

Sr. lOUIS, MISSOURI 6)167 

http:/ /www.monsanto.com 

Attn: Dr. Sheryl Reilly, Branch Chief, Microbial Pesticides Branch, Biopesticide and 
Pollution Prevention Division (7511 P) 

Subject: Additional information regarding the manufacturing process and refuge assurance 
program' for a 5% seed mix refuge for MON 89034 x TC1507 x MON 88017 x DAS-
59122·7 (Genuity® SmartStax®; EPA File Symbol 524-LOL) 

Dear Dr. Reilly: 

Thank you and your team for the opportunity to review our proposed manufacturing processes 
fora 5% seed mix refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 on 
February 3, 2011. As requested by Mike Mendelsohn, accompanying this Jetter is an additional 
document describing the Monsanto licensee seed conditioner's qualification for seed mix refuge 
products. This document, in addition to the submission on January 28, 2011 clarifying 
Monsanto's manufacturing process and standards, addressing both Monsanto·owned and licensee 
operated facilities should help clarify Monsanto's Refuge Assurance Program for seed mix . 
refuge products (RIB). 

The documents accompanying this letter have been classified .. A" or "B", as defined by the 
Agency: 

• Category "A": Materials that can be released to anyone, regardless of affiliation to a 
foreign or multi-national pesticide producer. 

• Category "B": Information can be released only to individuals that attest they are not 
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA 
Section lO(g). 
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Documents accompanying this letter: 

Document Category 
Cover letter A 

Transmittal document A 

Administrative Materials for Monsanto 
Protocol/Refuge Assurance Program, 
including Licensee Seed Conditioner's A 
Qualification for Seed Mix Refuge 
Products (RIB) 

Monsanto Protocol/Refuge Assurance 
Program, including Licensee Seed B 
Conditioner's Qualification for Seed 
Mix Refuge Products (RIB) 

lf you have any questions regarding this submission, please do not hesitate to contact Dr. Russell 
P. Schneider at 202-383-2866 or myself at 314-694-6514. 

Sincerely, 
.--7~-

d.A:stin Burns, Ph.D. 
Regulatory Affairs Manager, Monsanto Company 

cc: Mr. Mike Mendelsohn, EPA BPPD 
Dr. Alan Reynolds, EPA BPPD 
Dr. Russell P. Schneider, Monsanto Company 

Monsanto Company 07 -CR -1 92E-E2 Page 2 of2 
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MONSANTO ~ .• 

TRANSMITTAL DOCUlV.IENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63 I 67 

REGULATORY ACTION IN SUPPORT OF WIDCH 
THIS DOCUMENT IS SUBMITTED 

Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner's 
Qualification for Seed Mix Refuge Products (RIB) 

EPA File Syrnbol524-LOL 

TRANSlVUTT AL DATE 

February 14,2011 

MONSANTO REFERENCE No. 

07 -CR -192E-E2 
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LIST OF SUBl\'llTTED DOCUlVIENTS 

Administrative Materials 

Administrative Materials for Monsanto Protocol/Refuge Assurance Program, including Licensee 
Seed Conditioner's Qualification for Seed Mix Refuge Products (RIB) 

MRIDNumber ----------------------------
EPA Requested Information 

Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner's 
Qualification for Seed Mix Refuge Products (RIB) 

MRIDNumber -----------------------------

Company Official: __....~---~---------;2~-......~---'1....l-....:-;0::......;;......;.(....:..../ __ _ 
ustin Burns, Ph.D. Date 

egulatory Affairs Manager 
(314) 694-6514 

Company Name: Monsanto Company 

Company Contact: Russell P. Sclmeider, Ph.D. 

Monsanto Company 

Senior Director, Regulatory Affairs and Policy 
(202) 383-2866 

07-CR-192E-E2 Page 2 of2 
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MONSANTO ~-
Administrative Materials for Monsanto Protocol/Refuge Assurance Program, 

including Licensee Seed Conditioner's Qualification for 
Seed Mix Refuge Products (RIB) 

(Genuity® SmartStax®; EPA File Symbol 524-LOL) 

Monsanto Company 07-CR-192E-E2 Page 1 of5 

410 



I 

) D Registration OPP Identifier 
United States Number 

Environmental Protection Agency D Amendment 
Washington, DC 20460 fZJ Other 

) 

' Application for Pesticide - Section I )\ 
. ' 
I • Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

EPA File Symbol 524*LOL Sheryl Reilly 

Company/Product (Name} PM# IZJ None 0 Restricted 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 92 

5. Name and Address of Applicant (Include ZIP Coda) 6. Expedited Review. In accordance with FIFRA Section 3(c}(3)(B)(I), 
Monsanto Company my product Is similar or identical In composition and labeling to: 
800 N. Lindbergh Blvd. EPA Reg. No. 
St. Louis, MO 63167 

Product Name 0 Check If this is a new address 

Section -II 

D Amendment- Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmisslon in response to Agency letter dated D "Me Too" Application. 

D Notification - Explain below. l?SJ Other- Explain below. 

Explanation: Use additional page(s} if necessary. (For Secllon I and Section II.) 
Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner's Qualification for 

Seed Mix Refuge Products (RIB) 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

0 Yes• OYes OYes 
0Metal 

J ONo ONo ONo 
D Plastic 

0 Glass 
* Certification must If "Yes• No. per lf"Yes" No. per 0 Paper 
be submftted Unit Packaging Container Package wgt. Container 

0 Other wgt. 
(Specify) 

3. Location of Net Contents Information 4. Size(s) Retail Container 5. Localion of Label Directions 

0 Label 0 Conlainer 0 On label 

0 On Labeling accompanying product 

6. Manner In Which Label is Affixed to Product 0 Lithograph 0 Olher 

0 Paper glued 

0 Stenciled 

Section -IV 
1. Contact PointjComp/a/e items direcllv below fo~cation of indivtduallo be contacted, if necessa_IY, to process !his a~J)Iicalion.) 

Name Title Telephone No. (tnctude Area 
Dr. Russell P. Schneider Sr. Director for Regulatory Affairs & Code) 

Policy (202) 383-2866 

Certification 6. Date Application 
1 certify thai/he slalements I have made on this form and aft allachmenls thereto are true, accurate and complete. Received 1 acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable taw. 

(Stamped) 
2. Slgnatw~ 3. Title 

./~ Regulatory Affairs Manager 
--· Co-

4.~1ame 
5. Date 

• Austin Burns Ph.D. Tel. (314) 694*6514 February 14, 2011 

) Please read mstrucllons on reverse before complellng form. Form Approved. OMB No. 2070·0060. Approval Expires 2·28-95 
EPA Form 8570·1 (Rev. 3·94) Previous editions are obsolete. White* EPA File Copy (original) Yellow* Applicant Copy 
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.&EPA )NJTED STATES ENVIRONMENTr.~)pROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnalion is estimated to average 1.25 hours per response for 
)~fgistration and 0.25 hours per response for reregistration and special review activilies, including time for reading the instructions and completing the 

tlecessary forms. Send comments regarding burden estimate or any other aspect of this collection of lnfonnation, including suggestions for reducing the 
burden to Director, OPPE lnfonnation Management Division (2137), U.S. Env!ronmenlal Protection Agency, 401 M Street. S.W .• Washington DC, 20460. 
Do not send the completed fonn to thls address. 

Certification with Respect to Citation of Data 

Appllcant's/Registrant's Name, Address, and Telephone Number: {314) 694-6514 EPA Registration Number I File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-LOL 
Active lngredient(s) and/or representative lest compound(s): Bacillus thrrringiensis CryiA.I05, Date: 

Cry2Ab2, Cry l F, Cry3Bbl, Cry34/35Ab 1 Proteins and the Genetic Materials (Vectors PV-
February 14,2011 ZMIR245, PHP8999, PV-ZMIR39, and PHPl7662) Necessary for their Production in 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part t58: Product Name: MON 89034 x TC1507 x 

Terrestrial field crop MON 88017 X DAS-59122-7 

NOTE: If your product Is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label. you do not 
need to submit this fonn. You must submit the Formulator's Exemption Statement {EPA Fonn 8570-27}. 

D I am responding to a Data· Call-in Notice, and have included with this fonn a list of companies sent offers of compensation (the Data Matrix fonn 
should be used for this purpose). 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
I am using the cite-all method of support, and have included with I am using the selective method of support (or cite-all option under 

D this fonn a list of companies sent offers of compensation (the IZJ the selective method). and have Included with this fonn a 
Data Matrix Form should be used for this purpose). com!Xeted list of data requirements (the Data Matrix fonn must be 

used). 

Section II: GENERAL OFFER TO PAY 

'l\0 
(Required If using the cite-all method or v.tlen using the cite-all option under the selective method to satisfy one or more data requirements) 
I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

_!; Section Ill: CERTIFICATION 
I certify that this application for registration, this fonn for reregistration, or this Data-Call-In response is supported by all data submitted or cited in 

the application for registration, the fonn for registration, or the Data-call-In response. In addition, if the cite-all. option or cite-all option under the selective 
method Is indicated in Section t, this application Is supported by all data in the Agency's files that (1) concern the properties or effects of this product or 
an Identical or substantially similar product, one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or 
similar composition and uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have oblalned 
the wrilten pennission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study In support of this application: (c) all periods of eligibility for 
compensation have expired for the study; (d) the study Is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (I) to pay compensation to the extent required by sections 3(c)( t)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to commence negotiations to 
detennine the amount and tenns of compensation, if any, to be paid for the use of the study. 

I certify that in all instances v.tlere an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request, I understand that the Agency may Initiate action to deny, cancel or suspend the registration of my product in 
confonnitywith FIFRA. 

I certify that the statements I have made on this form and all attachments to It are true, accurate, and complete. I acknowledge that any 
knowingly false of misleading statement may be punishable by fine or imprisonment of both under the applicable taw. 

s~/ 
Date Typed or Printed Name and Title 

-~ ;2-1'1 -;;Lo t I J. Austin Bums 
Regulatory Affairs Manager -

)) 

Monsanto Company 07 -CR -192E-E2 Page 3 ofS 

412 



·..:::,...- -.....::r -~· ·-
&EPA 

Form Approved OMB No, 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated lo average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the Instructions and completing the necessary forms, Send comments regarding the burden estimate or any 
olher aspect of this colleclion of information, including suggestions fOr reducing !he burden to: Director, OPPE Information Management Oivision (2137), U.S. Environmental ProteCtion Agency, 
401 M Street, S.W .. Washi!lgton DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: February 14,2011 EPA Reg. No./File Symbol: 524-LOL I Page I of I 
Appticant's/Registranl's Name & Address: Product: MON 89034 X TC1507 X MON 88017 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 X DAS-59122-7 
Ingredients: Bacillus thuringiensis Cry 1 A. I 05, Cry2Ab2, Cry! F, Cry3Bb 1, Cry34/35Ab 1 Proteins and the Genetic Materials (Vectors PV -ZMIR245, PHP8999, PV -ZM!R39, and 
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017·3 x 

DAS-59122-7) 
Guideline Reference Number Guideline Study Name MRIDNumber Submiller Status Note 

Administrative Materials for Monsanto 
Protocol/Refuge Assurance Program, 
including Licensee Seed Conditioner's 
Qualification for Seed Mix Refuge Products 
(RIB) This 

Monsanto Cotl!p_any OWN Application 

Monsanto Protocol/Refuge Assurance Additional 
Program, including Licensee Seed Supporting 
Conditioner's Qualification for Seed Mix Manufacturing 
Refuge Products (RIB) Infonnalion 

Monsanto Company OWN 

......_,. 

Signay Name and Tide Date 

r/ - Ct J. Austin Burns, Ph.D. February 14, 20 11 
Regulatory Affairs Manager 

EPA Form 8570-35 (g.g7) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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413 



·~ 

&EPA 

.. ....::::::· 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton. D.C. 20460 

--

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137). U.S. Environmental Protection Agency. 
401 M Street. S.W .. Washinaton. DC 20460. Do not send the 

This 
Monsanto Company I OWN I Ap1 

Additional 
Supporting 
Manufacturing 
Infonnation 

Monsanto Comnanv I OWN 

Signature Date 
February 14,2011 

Name and Title 

File Copy 
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PRIA 2- 21 Day Content Screen Review Worksheet 
(EP A/OPP Use Only) 

I "'J 3/23/09 
21 Day Screen Start Date: _ ___;:,..h=o<----:-...-;2.....;;.~---o;:;.......<1 ______ _ 
Experts In-Processing Signature: 1> · ~ DateL.2- .::>8- 0 7 Fee Paid: Yes X 
Division management contacted on issues No ___ Yes ____ .Date _____ _ 

EPA Reg. Number: 5o2<j- L.oL EPA Receipt Date: 1 ;2 - 2 2 - o i 

It~ms for Review Yes N() N/A 

1 

2 

3 

Application Form (EPA Form 8570·l)(link to fonn) signed & complete f\ ./ 
including package type V( 

Confidential Statement of Formula all boxes completed, form signed, and Y 
dated (EPA Form 8570-4) (Link to form) / '\ 
a) All inerts (link to http://www.epa.gov/opprdOOl!inerts/), yes no 

including fragrances, approved for the proposed ~ses (see V 
Footnote A) ( ~~.t:.. c. ..or·t\r......_e,... -\'s l L'-_ ,. 

Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to "'-./ 
form) completed and signed (N./ A if 100% repack) ~ 

Certi:(icate and data matrix consistent 

If applicant is relying on data that are compensable, is the offer 
to pay statement included. (see Footnote B) 

yes 

If applicable, is there a letter of Authorization for exclusive use only. 
Formulator's Exemption Statement (EPA Form 8570-27) (Link to form) 

no 

4 completed and signed (N./A if source is unregistered or applicant owns the 
technical) 

5 

Data lVIatrix (EPA Form 8570-35) (Link to fonn) both internal and external X 
copies (PR 98-5) (Link to PR 98-5) completed and signed (N./ A if 100% 
repack) 

., -.. . . . ~ . ;·· . 
no :>: · ~~ . 

a) Selective Method (Fee category experts use) 

b) Cite·All (Fee category experts use) 

yes 

X... . . : .. ~ 

.• .. . !------------------------+---+----1 ... . ·• . ... ~ . 

' . 

X-

c) Applicant owns all data (Fee category experts use) 
. . . . , .- " 

•• ·:· ·4. . : ...... :.. .. .;, -

6 
5 Copies of Label (link to http://www.epa.gov/oppfeadl/Iabeling/lrmf) 
(Electronic labels on CD are encouraged and guidance is available)( link to 
http://www.epa.gov/pesticides/regulating/registering/submissions/index.htm#labels 
) 

I 
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) ) 

7 Is the data packa~e consistent with PR Notice 86-5 Oink to PRN 86-5) ~ 
f 

Notice of Filing (link to 
8 h-tto://WP.'W.el2a.gov/)2esticides/rerulatinsdtolerance :)2etltions.htm) included 

with petitions (link to 
+-http://www.epa.gov/pesticides/re~ulatingltolerances.htm) 

9 
If applicable for conventional applications, reduced risk rationale (link to 

~ http://www .epa.goY/ opprdO 0 1/workplan/reducedrisk.html) 

Required Data (link to 
http://www .e:12a.gov/:uesticides/regula tin IV data reguiremen ts .h tm) and/ or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 

10 

2 
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Comments: 

PA-~~ ~~ 

f\e:~se_ 

c__\<..<>--f"-c_) o...- "oi, 1'\o,,..,..._..__" 9qu-.r\l·f\-._5 SP""- ~{'<:' 

8PPD 1.-,..,""' ""-e ~b.~ o.r-J\ ,~~' id.{ ~fee 
\>0-(": _.\--) 

0~ ..) ~< cs;: 
0...c-,..,.._ .. -.1'<' r' """- a_re_ ' ~T 

-+ r,_,.p;-
""" Jo "- 6 t 

'" QJ-.V t;: 

q7 

* NIA- Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses. If an 
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert :ingredient will require a new 
CSF and may require submission of data. All information, forms. data and 
documentation resolving the :inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period, otherwise. the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by consulting the inert Web 

3 
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site [link to httR://www:ella.gov/opprdOOllinerts/lists.html] anotfthe inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS number on this web site. 
Simple typographical errors in the name or CAS number have resulted in pro~essing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch@epa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http://www .epa.gov/ opJ2bppd 1/biopesticides/contacts bppd.htlll]. 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional information such as an alternate name of the inert, CAS number or other 
information [link to http://www.epa.gov/opprdOOllinerts/tins.pdf] must also be included 
to enable the Agency to determine if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier of the 
mixture or fragrance may need to provide this information to the Agency. Prior to the 
Agency's receipt of an application, applicants must arrange with a proprietary mixture or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
cannot or are not identified or provided within the 21-day content review period, the 
Agency will reject the application. 

During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved Inerts Identified on CSFs 

All applications except conventional new products and PIPs_ 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the infonnation and data needed for the Agency to approve the 
unapproved inert. If th·is option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timefrarne to accommodate 
the inert review/approval process; 
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3. Withdra\\- .Je application (the Agency retains 25% v.l:the full fee for ·the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% ofthe full fee ofthe category identified. 

Conventional New Product AJWlications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R311, R312 or R313), it will contact the applicant with the 
following·options: 

I. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day content review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21-day 
content~review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

1. Correct the application by, for instance, correcting the spelling or name of the 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss harmonizing the timeframe for both actions. 
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3. Withdraw the application {the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me·too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R301 or 
A531. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 
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LHE!VULJ\1.~ .NAM.Ji;/P.,I!;STICIDE CHEMIC -\L CODE (PC C) 
) REQUEST FORM ' 

CRJI tJ9-3J...J 

REQUESTOR NAME: f'\ _0 ~ _m "-_f\ _5,Q_ .(' \ I.-. .-.. 

Tel: "' s :7-,s ;oS'- , S' ;:/ , I ORG.:::;:::rJtM.O I CUBE:-.} 
.. . -_y>i:) 

ATTACHED: 
YES If CSF is attached complete Item A ·and the chemical name i.a. item C. 

IfCSF is not attached complete Item A through C. 

Request date: Jl./-z__r:c/o r 
MAlL CODE: 7S"oz f 

A INFORMATION REQUIRED: 

. [ 1 
[J 

fl 
[J 
[] 

Q Chtclc Applicable CaLegory 
Provide :Pee and Tolerance Exemption Status For Food-Use Inert ingredient (s) . 
Provide PCC for Non-Food Use inert Ingredient (s}. 
Provide PCC for Active lngrod!ent (s), 
ProvidePCC for Dye. 
Detennine ifFragrance is Acceptable fOr Use In Fonnulation. 
Other (Describe): _________ _ 

B. PESTICIDE PRODUCT INFORMATION: 

EPA Reg. No/File Symbol: SA.'i-L oL Product Name: / 

Registrant .~;:tri-o Food-UsePesticide:~es [JNo 

Po-cent in Formulation (For-Fragrance /Dyes ) {('(I 7 z_ 

. 

. •) <.:.9F - ,..~ 3ofl~ ~ ,,,JM Co•~ 
C. INGREDIENTINFORMA!ION: . Se£. o.)L~-O {.~·- ~~~ hr·-oL •r-4'~~~ 

il -H .,rL,~A .....r · :{ ;-~ ·' . • - -,""J 
<;,~l~ If~~,,_"' /), ,~ • .. _ _ _ 

IngredlentNo.l • . ~ (,(fc../:.V~ 1~&;,gut,;/;l..~· fY'- l INFORMATIONREPORTED: . . . 'A_ . 
Chern. Name: (;__,,_~ l\u...<; +l ... 1,,_ _e.~Ct..,j.F' ~--~· -~c-I • 

...... VJ0~4 ~~ 
.J I . 

Trade Name; TOL. STATUS: . 
CAS Reg. No.: OTHER INF.: 

Ingredient No 2· .. 
O!em. Name: ~ .,~.I I « > +-~ ,.. ,.,A_· ,..,.:lol ..... r,.. ~4AB.1. PCC: oo6'-I~r b 

I 

nadeName; TOL. STATUS: 

CAS Reg. No.: OTHERINF.: 

Ingredient No:3 

Chem. Name: f3"" ,. • \ i..._J> 'rh .. r .," · ... ".""" Crc,t'>S ~S.1 PCC: ' oot,'-fqD 
-' . 

Trade Name: TOL. STATUS: 

CAS Reg. No.: OTHERINF.: 

Ingredient No.4: I Chom. Nam• 
ThadeName: 

CAS~N,., OTHERINF.: 

Completed By: 
Date Completed: 

I I 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

December 28) 2009 

OPP Decision Number: D-425260 
EPA File Symbol or Registration Number: 524-LOL 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Product Name: MON 89034 X TC 1507 X MON 88017 X DAS-59122-7 
EPA Receipt Date: 22-Dec-2009 
EPA Company Number: 524 
Company Name: MONSANTO COMPANY 

RUSSELL P. SCHNEIDER 
MONSANTO COMPANY 
MONSANTO COMPANY 
1300 I STREET) NW) SUITE 450 EAST 
WASHINGTON) DC 20005-

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your application and certification of 
payment. If you submitted data with this application) the-results ofthe PRN-86-5 screen will be 
communicated separately. During the administrative screen) the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: B881 

NEW PRODUCT;SAP REVIEW REQUIRED; 

No additional payment is due at this time. 

If you have any questions) please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-8260. 

• Sincerely) 

7'~~ 
Front End Processing Staff 
Information Technology & Resources Management Division 
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jFee for Service! {8644598~ 

This package includes the following 

®New Registration 

oAmendment 

~studies? o Fee Waiver? 

ovolpay %Reduction:_ 

for Division 

0 AD 
®BPPD 
0 RD 

Risk Mgr. ~ 

Receipt No. s-[ 864459 I 
EPA File Symbol/Reg. No. 

Pin-Punch Date: 

( 524-LOL I 
1 12t22t2oo9 1 

D This item is NOT subject to FFS action. 

-1\ctiollecrcte: Parent/Child Decisions: 

Requested: I G 5 51 l 
Granted: j G B~ f J 

Amount Due: $ 821 ~BB 

o Inert Cleared for Intended Use 0 

Reviewer: AlCA.V\ ~yV\ol J!~ 
Remarks: 

Uncleared Inert in Product 

Date: I '2 /-u / 0 ~ 
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Please read instructions on reverse before completing form. Fonn Approved. OMB No. 2070·0060. Approval Expires 2-28·95 

IZ1 Registration OPP Identifier 

oEPA 
United States 

D Number 
Environmental Protection Agency Amendment 

Washington, DC 20460 D Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

File Symbol524~ .t'-.t:J.L- Sheryl Reilly 

Company/Product (Name} PM# IZJ None 0 Restricted 
MON 89034 X TCI507 X MON 88017 X DAS-59122-7 92 

5. Name and Address of Applicant (Include ZtP Code) 6. Expedited Review. In accordance with FIFRA Seclion 3(c)(3XB)(i), my 

Monsanto Company product is similar or Identical in composilion and labeling to: 
800 North Lindbergh Blvd. EPA Reg. No. 
St. Louis, MO 63167 

Producl Name 0 Check if this Is a new address 

Section -II 

D Amendment - Explain below. D Final printed labels in response to 
Agency leiter dated 

D Resubmission in response to Agency letter dated D ''Me Too" Appfication. 

0 Notification- Explain below. ~ Olher - Explain below. 

Explanation: Use additional page(s) if necessat)'. (For Seclion I and Seclion II.) 
Application to Register the Plant-Incorporated Protectant, Bacillus tlwringiensis Cry I A. I 05, Cry2Ab2, Cry IF, Cry3Bbl, Cry34Ab I and Cry35Abl 
Proteins and the Genelic Materials (Vectors PV -ZMIR245, PHP8999, PV -ZMIR39, and PHPI7662) Necessary for their Production in MON 89034 x 
TCI507 x MON 88017 x DAS-59122-7, with an intersp_ersed in-field refuge configuration using a seed mixture. 

Section - Ill 
1. Material This Product Will So Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

D Yes• Oves Oves 0Metal 

ONo ONo ONo 
0 Plastic 

0 Glass 
* Cerlfficatlon must If "Yes· No. per If "Yes" No. per 0 Paper 
be submftted Unit Packaging wgt. Container Package wgt. Container 0 Other 

(SpeclfvJ 

3. Location of Net Conlents lnfonnation 4. Size(s) Retail Container 5. Location of Label Directions 
0 On Label 0 Label 0 Container 

Various 0 On Labeling accompanying product 

6. Manner in Which Label Is Affixed to Product 0 Lithograph 0 Other 
0 Paper glued 

0 Stenciled 

Section -IV 
1. Conlact Point JComplete items directly_ below for identification of individual to be contacted, if necessary, to pJt>cess !his application.) 

Name Title Telephone No. (Include Area 
Code) 

' Russell P. Schneider, Ph.D. Senior Director, 
Regulatory Affairs and Policy (2C;!.) '3•8St2866 

Certification 
l certify that the statements l have made on this form and at attachments thereto are true, aceurale and complete. 
l acknowledge that any knowingly fatse or misleading statement may be punishable by fine or imprisonment or ' ~ , 
both under applicable law. ' ' ' 

2. Signal::_g 3. Title ' ) ~ ) ) 

Regulatory Affairs Manager ' " 
),.)-)...• 

4. Typed"~e 5. Date 
J. Austin Burns, Ph.D. Tel. (314) 694-6514 December 17, 2009 

I , , ' 

EPA Form 8570·1 (Rev. 3-94) Previous ed1t1ons aro obsolete. 

Monsanto Company 07-CR-192E-2 

White- EPA F1le Copy(orlgmal} Yollow Applicant Copy 

Page6ofl75 

) , 6! pate Application 
' ' Received 

' 
(Stamped) > ,_, 

' . ' 
•• > 
I ' ' ·'- '. 

' 
.1))) 

' ) 

) ~ J ' 

I) 

' ) J ) ) 
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December I 8, 2009 

Document Processing Desk 

MONSANTO 
imagine 

Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

MONSANTO COMPANY 

800 NORTH liNDBERGH 8~VC 

Sr ',OIJIS, MISSOURI 631)i 
http:/ ;www.monsanto.com 

Subject: Application to Register the Plant-Incorporated Protectant, Bacillus thuringiensis 
Cry1A.l05, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl and Cry35Abl Proteins and the 
Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) 
Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7, 
with an interspersed in-field refuge configuration using a seed mixture, EPA Reg. No. 
524-XXX. 

Dear Dr. Reilly: 

Please fmd the enclosed application for the registration of the combined plant-incorporated 
protectants, Bacillus thuringiensis (Bt) Cry1A.I05, Cry2Ab2, Cry1F, Cry3Bb1, 
Cry34Abl, and Cry35Ab1 proteins and the genetic material necessary for their production 
in field corn (PV-ZMIR245, PHP8999, PV-ZMIR39, PHPI 7662) produced in MON 89034 
x TCI507 x MON 88017 x DAS-59122-7 (SmartStrot) allowing an interspersed in-field 
refuge option that is enabled by a seed-mixture containing PIP and non-PIP seed. This 
refuge option is distinct from those allowed under the SmartStax EPA registration No's: 
524-581 (Monsanto) and 68467-7 (Dow AgroSciences). 

Monsanto Company and Dow AgroSciences (Dow) have used conventional breeding 
techniques to develop the combined trait corn product MON 89034 x TCI507 x 
MON 88017 x DAS-59122-7 (SmartStax). This combined trait corn product is comprised 
of six PIPs encoded by four independent events that have each undergone s-'lfety 
assessments by EPA. Each of these four events, as well as the SmartStax combmeci trait 
product has a separate Section 3 registration with the EPA Permanent ·tb~etance 
exemptions are in place for each of the six PIP and two inert marker proteins present. in the 
combined trait product, SmartStax. EPA completed the safety and envir::mm~ntal 
assessment by ofSmartStax leading to the Section 3 registrations, 524-581 and 6S46'7!.7, in 
July, 2009. Because SmartStax is currently registered to allow various dis~rcttt · 5% 
structured refuge options, additional product descriptors for seed corn specific for the 
interspersed refuge option would be used to ensure there is no confusion between tt.(, two 

r .. SmartStax is a trademark of Monsanto Technology LLC. 

Monsanto Company 07-CR-192E-2 
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SmartStax product offerings. These additional descriptors would be added prominently to 
seed com units and associated labels and literature. Monsanto is committed to ensuring 
this product clarity, and will present plans for these descriptors to EPA at a later time as 
they are developed. 

Currently, the majority of U.S. corn production utilizing PIP-containing corn requires a 
20% non-insect protected (referred to as non-PIP or non-Bt) discrete structured refuge for 
insect-protected Bt com. The majority of these products produce a single Bt toxin mode of 
action (insect control). The strategy to use two or more effective doses with differing 
modes of action (so-called pyramiding) as an effective way to combat resistance 
development is supported by academics and regulators as the most effective strategy to 
foster the durability of insect-protected biotech crops. SmartStax produces three Bacillus 
thuringiensis (Bt) protein toxins each with independent modes of action against 
lepidopteran com pests, and two Bt protein toxins with independent modes of insect 
control against com rootworms. Each insecticidal mode of action provides an effective 
dose against these pests. Thus, SmartStax represented a step-change in insect control and 
insect resistance management (IRM) for com pests, providing multiple effective modes of 
action for the control of both above-ground lepidopteran pests and the below-ground corn 
rootworm (CR W) complex, enabling a significant reduction in the required refuge area 
(5%) in the U.S. Corn Belt compared with single toxin products (20%). 

The IRM conditions of registration for SmartStax under registrations 524-581 and 68467-7 
require growers in the U.S. Corn Belt (non-cotton growing areas) to plant 5% of their corn 
acres with a non-Bt common insect refuge for every 95% of their acres of SmartStax. The 
non-Bt 'common' refuge supports the ptoducti on of non-resistant adult insects for both the 
lepidopteran and corn rootworm pests to mate with the respective surviving insects 
emerging from SmartStax plants, and thus serves as a refuge for both lepidopteran and 
com rootworm pests. This non-Bt refuge corn can be placed as a discrete area, either as in
field strips, perimeter rows, adjacent block, or as a separate block within 1/2 mile from the 
SmartStax field. The specific refuge requirements are defined according to the prevailing 
pests in a given region, and whether plantings occur in major cotton growing regions. 

Extensive laboratory and field studies, and conservative mathematical modeling, showed 
that even with the 5% structured refuge, the rate of resistance evolution should be at least 
three times slower for SmartStax than existing single toxin products utilized with a 20% 
refuge. Given the significant improvements in insect control efficacy and spectrum, 
reduction in refuge, overall improvements in yields and potential for elimination 0f sC'il
applied pesticides, SmartStax corn has the potential to produce sizable pecuniary arAd non
pecuniary benefits for farmers and the ·environment. The multiple effective dose str?.tegy ?.s 
a central component of the durable IRM refuge strategy for SmartStax, using a 5% refuge 
in any field configuration. 

Although the SmartStax registration provided data and modeling information to ::;upport 
deployment of various 5% discrete structured refuge option in the Corn Belt, MonsMto 
and Dow have investigated alternative refuge designs over many years. This includ-3:.; an 
interspersed refuge approach (commonly referred to as a 'seed mix', or 'refuge in a bag'), 

Monsanto Company 07-CR-I92E-2 Page2 of6 

430 



in which a fixed amount of non-Bt seed would be included within each bag of SmartStax 
seed com to create a interspersed distribution of non-Bt refuge plants among the SmartStax 
corn plants across a field. Seed mixes of Bt and non-Bt seed have been recognized as a 
possible insect resistance management (IRM) strategy for Bt crops for almost two decades 
because of the value of havi~g an IRM strategy implemented by the technology provider 
rather than growers. This removes the issue of grower compliance with the IRM strategy 
and ensures that a refuge will be present within every Bt crop field. Benefits of an 
interspersed refuge via seed mixes from an IRM perspective include: 

• Consistent percentage of non-Bt plants in every Bt field 
• An interspersed in-field distribution ofnon-Bt plants will be particularly 

beneficial for very large fields 
• Reduced probability of mating between Bt-resistant adults 
• Appropriate choice of refuge hybrid ensured 
• Identical management of Bt and refuge plants 
• No additional insecticide use on refuge plants 
• Higher adoption of pyramided varieties, increasing the durability of all 

Bt traits 

A major hindrance to enabling the development and deployment of an interspersed refuge 
structure in the past has been the minimum 20% refuge size necessary to ensure durability 
(time to resistance development) of single dose products. In-field refuges above 5% 
caused unacceptable total field yield losses in an interspersed in-field refuge structure. 
With the development of SmartStax com containing two- and three- effective insecticide 
modes of action against targeted pests, the substantial increase in durability supported a 
reduction in the refuge from 20% to 5%. The dUrability of SmartStax with a 5% refuge for 
both above-ground and below-ground pests also strongly supports a 5% interspersed in-
field refuge structure, as delivered by planting a seed mix refuge. · 

The central need for an interspersed refuge- as with any refuge strategy, is that it supports 
sufficient populations of susceptible target insects while enabling mixing of these insects 
with any resistant insects surviving in Bt com fields. Compared with a block refuge, the 
novel characteristic of a seed mix is the interspersed nature ofBt and non-Bt plants within 
in a field. This spatial distribution will enhance the mixing of adult insects coming from 
Bt and non-Bt plants, ensuring that any resistant insects surviving on Bt plants will 
encounter susceptible insects coming from non-Bt plants, which will be beneficial for 
IRM. However, this· spatial distribution of plants in a field also could incre2.se t:IJ.e 
likelihood that larval insects may move between Bt and non-Bt plants because all ~1on-Bt 
plants will have neighboring Bt plants. Thus, it is important to quantify the impacts: of this 
larval movement on the refuge function within an interspersed refuge from a seed mix. 

Specifically, two criteria need to be met to confirm that a 5% seed mix refug~:: i~ as 
effective as current refuge options for SmartStax. First, the seed mL'{ should not lead to a 
biologically significant increase in sub-lethal exposure of larvae to the Bt toxins that could 
increase selection for Bt resistance. This could occur either through early instar lan:ac of 
the target pests moving from Bt plants to non-Bt plants after sub-lethal exposure, or oy 
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larvae moving from non-Bt to Bt plants as larger, more Bt-tolerant instars. Assessment of 
this issue requires examining the susceptibility of larvae of different ages to the proteins in 
SmartStax. Based on extensive data, the expectation is that the enhanced toxicity 
conferred by the multiple effective modes of action of SmartStax will make it unlikely that 
larvae will be able to move and survive in this way, particularly for the highly susceptible 
lep~dopteran target pests. Second, the non-Bt plants in the interspersed field seed mix must 
support sufficient susceptible pest insects to be an adequate refuge. This can be assessed 
through direct surveys of pest population density on the non-Bt plants, together with 
appropriate mathematical modeling. 

To this aim, this registration application provides data collected over the past three years 
assessing the efficacy and value of an interspersed 5% in-field refuge option, via a seed 
mix containing 5% non-Bt refuge seed + 95% SmartStax seed, as an additional refuge 
strategy for SmartStax com in the U.S. Com Belt. Details of these data and analyses are 
presented in Volume 2 of this submission. The supporting data and information included 
in this request include (I) data on larval movement and survival in a 5% interspersed in
field refuge for the key lepidopteran (European com borer (ECB) and southwestern com 
borer (SWCB)) and coleopteran target pests (primarily western com rootworm (WCR) and 
secondarily northern corn rootworm (NCR)); (2) mathematical modeling to demonstrate 
the acceptable risk of a interspersed 5% in-field refuge strategy compared to existing 
refuge strategies; (3) data on the efficacy of a 5% interspersed refuge against the target 
pests, and the impact of the non-Bt plants in the interspersed refuge on overall yield; (4) 
criteria are described for ensuring and verifying a consistent seed mix percentage during 
the manufacturing process; and additionally, (5) information outlining the benefits for 
growers, the public, and environment that would result from the addition of an interspersed 
refuge option for SmartS tax (Volume 3 of this submission), 

Presented in Volume 2, laboratory and field data indicate that a 5% seed mix will provid·e 
an effective refuge for SmartStax for ECB, SWCB, and the CRW species. For all of these 
pests, the non-Bt plants in a 5% seed mix consistently supported large populations of 
susceptible insects, while the SmartStax plants had few or no survivors. Highly 
conservative mathematical modeling shows that an interspersed refuge strategy will 
provide comparable or greater durability than 5% structured refuge in the Com Belt, 
depending upon compliance with the structured refuge, and greater durability than single 
Bt products with a 20% refuge. Furthermore, this approach will provide yields comparable 
to current structured refuge systems but with greater convenience and reduced insecticide 
use on the refuge, thereby bringing additional benefits beyond those of SmartStax with 5% 
discretely structured refuge. 

Presented in Volume 3, the benefits to growers, the environment, and to society at fa:cge 
will be realized by the addition of an interspersed 5% in-field refuge option for Sm¥{Stax. 
Under all 5% refuge options (the strip or block refuge strategy supported in Smlil1.St~ 
registrations 524-581 and 68467-7, and the· interspersed 5% in-field refuge propose~ with 
this application), SmartStax represents significant value to U.S. fanners. There are lllliqlle 
benefits to a SmartStax 5% interspersed refuge above those provided by discrete st;rip or 
block refuges. These include substantial non-pecuniary grower benefits, environm~.'ltal 
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benefits, and improved compliance with IRM requirements. Enabling growers to broadly 
plant SmartStax com with an interspersed in-field refuge will support: 

• Reduction or potential elimination of application of soil-applied insecticides 
• Reduce potential for com rootworm insecticides in ground or surface water 
• Reduce farm worker exposure to organophosphate insecticides, accidental 

insecticide spills, and insecticide carryover effects 
• Increase simplicity, flexibility, and time savings associated with planting the refuge 
• Guarantee grower compliance with IRM requirements 
• Provide incentive to growers to switch to pyramided Bt technology, improving 

durability ofBt com technology 

This request for a registration of MON 89034 x TC1507 x MON 88017" x DAS-59122-7 
(SmartStax) will allow an in-field refuge structure in which the non-Bt refuge plants are 
interspersed within the SmartStax field. This type of interspersed in-field refuge is a 
'structured refuge', as defmed by EPA (Biopesticides Registration Action Document for Bt 
Plant-Incorporated Protectants, October 15, 2001), and would be implemented by growers 
planting a defmed seed mixture comprised of PIP (SmartStax) seed with a fixed amount of 
non-Bt (refuge) seed. In addition, this interspersed refuge would only be implemented via 
planting a seed-mixture manufactured by the technology provider (registrants) and 
appropriately licensed seed producer affiliates. This non-Bt refuge would be 
complementary to, but distinct from, the refuge structures currently allowed under 
SmartS tax registrations 524-581 and 68467-7 (in-field strips, rows, or blocks). 

Monsanto and Dow are hereby requesting a registration for the plant-incorporated 
protectant, Bacillus thuringiensis CrylA.l05, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl and 
Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV
ZMIR39, and PHP17662) necessary for their production in MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7, with an interspersed in-field refuge configuration. The 
interspersed refuge would be implemented via a seed mixture in bags .of seed com 
consisting of 5% non-Bt com along with 95% SmartStax com. Seed mixtures to be 
planted under this option would only be prepared by seed producers licensed by the 
registrants to ensure consistency and provide adequate refuge in the field. 

The documents accompanying this request are listed in the table below. The table 
includes the classification categories "A", "B", and "C" for each document, as defined by 
the Agency: 

• Category "A": Materials that can be released to anyone, regardless of af.filia;4ic,n.tu 
a foreign or multi-national pesticide producer. 

• Category "B'': Information can be released only to individuals that attest they are 
not employees or agents of a foreign or multi-national pesticide producer, as per 
FIFRA Section 1 O(g). 
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• Category "C": Confidential Business Information that is protected from any 
disclosure indefinitely by provisions put forth by the EPA, as per FIFRA Section 
10. 

A CD-ROM containing the fully releasable ("A") documents m .pdf format is also 
provided. 

It is Monsanto's understanding from communications with the EPA BPPD, that the 
following fee category and amount is appropriate based on the PRIA II Fee Table, 
effective October 1, 2008. 

• Fee category: B88l. New Product; SAP review required 
• Fee category amount: $82,688 

Documents accompanying this application for registration 

Hard .pdf file for 
Volume Category Document copy_ E-docket 
NIA A Cover letter ~ ~ 

N/A A Transmittal document ~ .~ 

1 A 
Volume 1: Administrative volume ~ ~ (redacted copy). 

1 B Volume 1: Administrative volume ~ 
Volume 2: Five Percent Seed Mix 
Refuge as an Insect Resistance 

~ 2 B Management Option for 
MON 89034 X TC1507 X 

MON 88017 X DAS-59122-7 
Volume 3: The Benefits of a 5% ..; 

3 B 
Interspersed In-field Refuge Option for 
SmartS tax TM Com 

Should you require any additional information ·regarding this application please feel :free to 
contact Dr. Russell Schneider at 202-383-2866, or myself at 314-694-6514. 

«.ere!~, 

0!_. Austin Bums, Ph.D. 
Regulatory Affairs Manager 
Monsanto Company 

cc: Mike Mendelson, EP AJOPP!BPPD 
Russell Schneider, Ph.D., Monsanto 
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December 18) 2009 

Document Processing Desk 

MONSANTO 
imagine 

Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S~4900) One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

) 

t•..1onst.NTO CoMPAttv 

300 NOIHH lu.;•}l'\f~')~ ~LVO 
Sr ~Outs, M1s~OUR1 63131 

' . http:/ /WWI'/.nt01l!)31ll(I,C0ffi 
) .. 
) . ~ . ) 

1 ) J ' ) ') .. . 
J l '") 

) ) ) ') 

) ')) t 

Subject: Application to Register the Plant-Incorporated Protectant, Bacillus thuringiensis 
CrylA.l05) Cry2Ab2) CrylF, Cry3Bbl) Cry34Abl and Cry35Ab1 Proteins and the 
Genetic Matelials (Vectors PV-ZMIR245. PHP8999) PV-ZMIR39, and PHP17662) 
Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7, 
with an interspersed in-field refuge configuration using a seed mixture, EPA Reg. No. 
524-XXX. 

Dear Dr. Reilly: 

Please fmd the enclosed application for the registration of the combined plant-incorporated 
protectants, Bacillus thuringiensis (Bt) CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, 
Cry34Abl) and Cry35Ab1 proteins· and the genetic material necessary for their production 
in field corn (PV-ZMIR245, PHP8999, PV-ZMIR39, PHP17662) produced in MON 89034 
x TC1507 x MON 88017 x DAS-59122-7 (SmartStaxn) allowing an interspersed in-field 
refuge option that is enabled by a seed-mixture containing PIP and non-PIP seed. This 
refuge option is distinct from those allowed under the SmartStax EPA registration No's: 
524-581 (Monsanto) and 68467-7 (Dow AgroSciences). 

Monsanto Company and Dow AgroSciences (Dow) have used conventional breeding 
techniques to develop the combined trait com product MON 89034 x TC 1507 x 
MON 88017 x DAS-59122-7 (SmartStax). This combined trait corn product is comprised 
of six PIPs encoded by four independent events that have each undergone safety 
assessments by EPA. Each of these four events, as well as the SmartStax combined trait 
product has a separate Section 3 registration with the EPA. Permanent tolerance 
exemptions are in place for each of the six PIP and two inert marker proteins present in the 
combined trait product, SmartStax. EPA completed the safety and environmental 
assessment by of SmartStax leading to the Section 3 registrations) 524~581 and 68467-7, in 
July, 2009. Because SmartStax is currently registered to allow vatious discrete 5% 
structured refuge options, additional product descriptors for seed corn specific for the 
interspersed refuge option would be used to ensure there is no confusion between the two 

'" SmartStax is a trademark of Monsanto Technology LLC. 
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SmartStax product offerings. These additional descriptors would be added prominently to 
seed com units and associated labels and literature. Monsanto is committed to ensuring 
this product clarity, and will present plans for these descriptors to EPA at a later time as 
they are developed. 

Currently, the majority of U.S. com production utilizing PIP~containing com requires a 
20% non~insect protected (referred to as non~PIP or non~Bt) discrete structured refuge for 
insect~ protected Bt corn. The majority of these products produce a single Bt toxin mode of 
action (insect control). The strategy to use two or more effective doses with differing 
modes of action (so~called pyramiding) as an effective way to combat resistance 
development is supported by academics and regulators as the most effective strategy to 
foster the durability of insect~protected biotech crops. SmartStax produces three Bacillus 
thuringiensis (Bt) protein toxins each with independent modes of action against 
lepidopteran corn pests, and two Bt protein toxins with independent modes of insect 
control against com rootworms. Each insecticidal mode of action provides an effective 
dose against these pests. Thus, SmartStax represented a step~change in insect control and 
insect resistance management (IRM) for corn pests, providing multiple effective modes of 
action for the control of both abovewground lepidopteran pests and the below~ground corn 
rootworm (CRW) complex, enabling a significant reduction in the required refuge area 
(5%) in the U.S. Com Belt compared with single toxin products (20%). 

The IRM conditions of registration for SmartStax under registrations 524~581 and 68467 ~ 7 
require growers in the U.S. Corn Belt (non~cotton growing areas) to plant 5% of their corn 
acres with a nonwBt common insect refuge for every 95% of their acres of SmartStax. The 
non~Bt 'common' refuge supports the production of non~resistant adult insects for both the 
lepidopteran and corn rootworm pests to mate with the respective surviving insects 
emerging from SmartStc;lX plants, and thus serves as a refuge for both lepidopteran and 
corn rootworm pests. This non~Bt refuge corn can be placed as a discrete area, either as inw 
field strips, perimeter rows, adjacent block, or as a separate block within l/2 mile from the 
SmartStax field. The specific refuge requirements are defined according to the prevailing 
pests in a given region, and whether plantings occur in major cotton growing regions. 

Extensive laboratory and field studies, and conservative mathematical modeling, showed 
that even with the 5% structured refuge, the rate of resistance evolution should be at least 
three times slower for SmartStax than existing single toxin products utilized with a 20% 
refuge. Given the significant improvements in insect control efficacy and spectrum, 
reduction in refuge, overall improvements in yields and potential for elimination of soilw 
applied pesticides, SmartStax corn has the potential to produce sizable pecuniary and non~ 
pecuniary benefits for farmers and the ·environment. The multiple effective dose strategy is 
a central component of the durable IRM refuge strategy for SmartStax, using a 5% refuge 
in any field configuration. 

Although the SmartStax registration provided data and modeling information to support 
deployment of various 5% discrete structured refuge option in the Corn Belt, Monsanto 
and Dow have investigated alternative refuge designs over many years. This includes an 
interspersed refuge approach (commonly referred to as a 'seed mix', or 'refuge in a bag'), 
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in which a fixed amount of non-Bt seed would be included within each bag of SmartStax 
seed com to create a interspersed distribution ofnon-Bt refuge plants among the SmartStax 
corn plants across a field. Seed mixes of Bt and non-Bt seed have been recognized as a 
possible insect resistance management (IRM) strategy for Bt crops for almost two decades 
because of the value of having an IRM strategy implemented by the technology provider 
rather than growers. This removes the issue of grower compliance with the IRM strategy 
and ensures that a refuge will be present within every Bt crop field. Benefits of an 
interspersed refuge via seed mixes from an IRM perspective include: 

o Consistent percentage of non-Bt plants in every Bt field 
o An interspersed in-field distribution of non-Bt plants will be particularly 

beneficial for very large fields 
o Reduced probability of mating between Bt-resistant adults 
• Appropriate choice of refuge hybrid ensured 
• Identical management of Bt and refuge plants 
• No additional insecticide use on refuge plants 
o Higher adoption of pyramided varieties, increasing the durability of all 

Bt traits 

A major hindrance to enabling the development and deployment of an interspersed refuge 
structure in the past has been the minimum 20% refuge size necessary to ensure durability 
(time to resistance development) of single dose products. In-field refuges above 5% 
caused unacceptable total field yield losses in an interspersed in-field refuge structure. 
With the development of SmartStax com containing two- and three- effective insecticide 
modes of action against targeted pests, the substantial increase in durability supported a 
reduction in the refuge from 20% to 5%. The durability of SmartStax with a 5% refuge for 
both above-ground and below-ground pests also strongly supports. a 5% ~terspersed in
field refuge structure, as delivered by planting a seed mix refuge. 

The central need for an interspersed refuge- as with any refuge strategy, is that it supports 
sufficient populations of susceptible target insects while enabling mixing of these insects 
with any resistant insects surviving in Bt com fields. Compared with a block refuge, the 
novel characteristic of a seed mix is the interspersed nature of Bt and non-Bt plants within 
in a field. This spatial distribution will enhance the mixing of adult insects coming from 
Bt and non-Bt plants, ensuring that any resistant insects surviving on Bt plants will 
encounter susceptible insects coming from non-Bt plants, which will be beneficial for 
IRM. However, this spatial distribution of plants in a field also could increase the 
likelihood that larval insects may move between Bt and non-Bt plants because all non-Bt 
plants will have neighboring Bt plants. Thus, it is important to quantify the impacts of this 
larval movement on the refuge function within an interspersed refuge from a seed mix. 

Specifically, two criteria need to be met to confmn that a 5% seed mix refuge is as 
effective as current refuge options for SmartStax. First, the seed mix should not lead to a 
biologically significant increase in sub-lethal exposure of larvae to the Bt toxins that could 
increase selection for Bt resistance. This could occur either through early instar larvae of 
the target pests moving from Bt plants to non-Bt plants after sub-lethal exposure, or by 
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larvae moving from non-Bt to Bt plants as larger> more Bt-tolerant instars. Assessment of 
this issue requires examining the susceptibility of larvae of different ages to the proteins in 
SmartStax. Based on extensive data, the expectation is that the enhanced toxicity 
conferred by the multiple effective modes of action of SmartStax will make it unlikely that 
larvae will be able to move and survive in this way> particularly for the highly susceptible 
lepidopteran target pests. Second, the non-Bt plants in the interspersed field seed mix must 
support sufficient susceptible pest insects to be an adequate refuge. This can be assessed 
through direct surveys of pest population density on the non-Bt plants> together with 
appropriate mathematical modeling. 

To this aim> this registration application provides data collected over the past three years 
assessing the efficacy and value of an interspersed 5% in-field refuge option> via a seed 
mix containing 5% non-Bt refuge seed + 95% SmartStax seed, as an additional refuge 
strategy for SmartS tax com in the U.S. Corn Belt. Details of these data and analyses are 
presented in Volume 2 ofthis submission. The supporting data and information included 
in this request include (1) data on larval movement and survival in a 5% interspersed in
field refuge for the key lepidopteran (European com borer (ECB) and southwestern com 
borer (SWCB)) and coleopteran target pests (primarily western com rootworm (WCR) and 
secondarily northern corn rootworm (NCR)); (2) mathematical modeling to demonstrate 
the acceptable risk of a interspersed 5% in-field refuge strategy compared to existing 
refuge strategies; (3) data on the efficacy of a 5% interspersed refuge against the target 
pests> and the impact of the non-Bt plants in the interspersed refuge on overall yield; (4) 
criteria are described for ensuring and verifying a consistent seed mix percentage during 
the manufacturing process; and additionally> (5) information outlining the benefits for 
growers> the public, and environment that would result from the addition of an interspersed 
refuge option for SmartStax 0folume 3 of this submission), 

Presented in Volume 2> laboratory and field data indicate that a 5% seed mix will provide 
an effective refuge for SmartStax for ECB> SWCB> and the CRW species. For all of these 
pests> the non-Bt plants in a 5% seed mix consistently supported large populations of 
susceptible insects> while the SmartStax plants had few or no survivors. Highly 
conservative mathematical modeling shows that an interspersed refuge strategy will 
provide comparable or greater durability than 5% structured refuge in the Com Belt> 
depending upon compliance with the structured refuge> and greater durability than single 
Bt products with a 20% refuge. Furthermore> this approach will provide yields comparable 
to current structured refuge systems but with greater convenience and reduced insecticide 
use on the refuge> thereby bringing additional benefits beyond those of SmartStax with 5% 
discretely structured refuge. 

Presented in Volume 3> the benefits to growers> the environment> and to society at large 
will be realized by the addition of an interspersed 5% in-field refuge option for SmartStax. 
Under all 5% refuge options (the strip or block refuge strategy supported in SmartStax 
registrations 524-581 and 68467-7> and the interspersed 5% in-field refuge proposed with 
this application)> SmartStax represents significant value to U.S. fanners. There are unique 
benefits to a SmartStax 5% interspersed refuge above those provided by discrete strip or 
block refuges. These include substantial non-pecuniary grower benefits> environmental 
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benefits, and improved compliance with IRM requirements. Enabling growers to broadly 
plant SmartStax com with an interspersed in· .field refuge will support: 

• Reduction or potential elimination of application of soil·applied insecticides 
• Reduce potential for corn rootworm insecticides in ground or surface water 
• Reduce farm worker exposure to organophosphate insecticides, accidental 

insecticide spills, and insecticide carryover effects 
o Increase simplicity, flexibility, and time savings associated with planting the refuge 
• Guarantee grower compliance with IRM requirements 
• Provide incentive to growers to switch to pyramided Bt technology, improving 

durability of Bt corn technology 

This request for a registration of MON 89034 x TC1507 x MON 88017 x DAS-59122·7 
(SmartStax) will allow an in-field refuge structure in which the non·Bt refuge plants are 
interspersed within the SmartStax field. This type of interspersed in·field refuge is a 
'structured refuge', as defined by EPA (Biopesticides Registration Action Document for Bt 
Plant-Incorporated Protectants, October 15, 2001), and would be implemented by growers 
planting a defined seed mixture comprised of PIP (SmartStax) seed with a fixed amount of 
non·Bt (refuge) seed. In addition, this interspersed refuge would only be implemented via 
planting a seed·mixture manufactured by the technology provider (registrants) and 
appropriately licensed seed producer affiliates. This non·Bt refuge would be 
complementary to, but distinct from, the refuge structures currently allowed under 
SmartStax registrations 524·581 and 68467·7 (in·.field strips, rows, or blocks). 

Monsanto and Dow are hereby requesting a registration for the plant·incorporated 
protectant, Bacillus thuringiensis CrylA.105, Cry2Ab2, CrylF,'Cry3Bbl, Cry34Abl and 
Cry35Abl Proteins and the Genetic Materials (Vectors PV·ZMIR245, PHP8999, PV· 
ZMIR39, and PHP17662) necessary for their production in MON 89034 x TC1507 x 

MON 88017 x DAS-59122· 7, with an interspersed in-field refuge configuration. The 
interspersed refuge would be implemented via a seed mixture in bags of seed corn 
consisting of 5% non·Bt com along with 95% SmartStax com. Seed mixtures to be 
planted under this option would only be prepared by seed producers licensed by the 
registrants to ensure consistency and provide adequate refuge in the field. 

The documents accompanying this request are listed in the table below. The table 
includes the classification categories "A", "B", and "C" for each document, as defined by 
the Agency: 

• Category "A": Materials that can be released to anyone, regardless of affiliation to 
a foreign or multi·national pesticide producer. 

• Category "B": Information can be released only to individuals that attest they are 
not employees or agents of a foreign or multi-national pesticide producer, as per 
FIFRA Section 1 O(g). 
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• Category "C": Conf1dential Business Information that is protected from any 
disclosure indefinitely by provisions put forth by the EPA, as per FIFRA Section 
10. 

A CD"ROM containing the fully releasable ("A") documents in .pdf format is also 
provided. 

It is Monsanto's understanding from communications with the EPA BPPD, that the 
following fee category and amount is appropriate based on the PRIA II Fee Table, 
effective October 1, 2008. 

o Fee category: B881. New Product; SAP review required 
o Fee category amount: $82,688 

Documents accompanying this application for registration 

Hard .pdf file for 
Volume Cate~ory Document copy E-docket 
NIA A Cover letter ...J ...J 

NIA A Tmnsmittal document -../ .-../ 

1 A 
Volume 1: Administrative volume 

...J -../ (redacted copy). 
1 B Vohune 1: Administrative vohune -../ 

Volume 2: Five Percent Seed Mix 

2 B 
Refuge as an Insect Resistance 
Management Option for ...J 
MON 89034 X TC 1507 X 

MON 88017 X DAS-59122-7 
Volume 3: The Benefits of a 5% ~ 

3 B 
Interspersed In-field Refuge Option for 
SmartStaxTM Com 

Should you require any additional information regarding this application please feel free to 
contact Dr. Russell Sclmeider at 202-383-2866, or myself at 314-694-6514. 

Si~cerely, 

/1( 
(_./~·Austin Bums, Ph.D. 

Regulatory Affairs Manager 
Monsanto Company 

cc: Mike Mendelson, EPA/OPPIBPPD 
Russell Schneider, Ph.D., Monsanto 
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Dow AgroSciences, LLC 
9330 Zionsville Road 
Indianapolis, IN 46268-1054 

G .. now AgroSciences 

December 11,2009 

Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Keith Matthews, Esq., Director Biopesticide and Pollution Prevention Division 

Subject: Letter authorizing data citation 

Letter of Autltorization to Refer to Regulatory Data 

We hereby confirm that Agrigenetics, lnc. d/b/a Mycogen Seeds c/o· Dow AgroSciences 
LLC, on behalf of itself and its affiliates, (collectively, "Dow AgroSciences") authorizes 
Monsanto Company (Monsanto) to cite, and the U.S. Environmental Protection Agency 
(EPA) to refer to, data previously submitted by Dow AgroSciences in connection with 
any of the following products: 

•Insect-protected, glufosinate-tolerant maize containing the CryJF and PAT 
proteins, Event TCJ507 (DAS-01507-1); 

• Insect-protected, glufosinate-tolerant maize containing the Cry34135Abl and 
PAT proteins, Event DAS-59122-7 (DAS-59122-7) 

and all relevant data that Dow AgroSciences has provided EPA to support the Section 3 
registration on MON 89034 x TC1507 x MON 88017 x DAS-59122-7, Insect-Protected, 
Herbicide-Tolerant Com, EPA registration No. 68467-7, and Dow AgroSciences' 
pending registration for an interspersed refuge (seed mix) product using MON 89034 x 
TC1507 x MON 88017 x DAS-59122-7, for the purpose of evaluating and issuing a 
registration to Monsanto for interspersed refuge (seed mix) product using MON 89034 x 
TC1507 x MON 88017 x DAS-59122-7. 
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Dow AgroSciences, LLC 
9330 Zionsville Road 
Indianapolis, IN 46268-1054 

Agr·oSciences 

December 11, 2009 

Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Envirorunental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Keith Matthews, Esq., Director Biopesticide and Pollution Prevention Division 

Subject: Letter authorizing data citation 

Letter of Autlwrization to Refer to Regulatory Data 

We hereby conflim that Agrigenetics, inc. d/b/a Mycogen Seeds c/o Dow AgroSciences 
LLC, on behalf of itself and its affiliates, (collectively, "Dow AgroSciences") authorizes 
Monsanto Company (Monsanto) to cite, and the U.S. Environmental Protection Agency 
(EPA) to refer to, data previously submitted by Dow AgroSciences in connection with 
any of the following products: 

•Insect-protected, glufosinate-tolerant maize containing the Cry IF and PAT 
proteins, Event TC1507 (DAS-01507-1),· 

•Insect-protected, glufosinate-to/erant maize containing the Cry34/35Ab1 and 
PAT proteins, Event DAS-59122-7 (DAS-59122-7) 

and all relevant data that Dow AgroSciences has provided EPA to support the Section 3 
registration on MON 89034 x TC1507 x MON 88017 x DAS-59122-7, Insect-Protected, 
Herbicide-Tolerant Com, EPA registration No. 68467-7, and Dow AgroSciences' 
pending registration for an interspersed refuge (seed mix) product using MON 89034 x 
TC1507 x MON 88017 x DAS-59122-7, for the purpose of evaluating and issuing a 
registration to Monsanto for interspersed refuge (seed mix) product using MON 89034 x 
TC1507 x MON 88017 x DAS-59122-7. 

446 



This authorization shall not be construed as authorization to use or consider said data, 
directly or indirectly, in support of any application submitted by any other applicant, for 
an application by Monsanto for activities other than the registration request as described 
herein, or for any other regulatory entity to refer to or rely on this data. Dow 
AgroSciences does not grant pennission for citation or reference of this data for any use 
not specifically stated herein, does not grant permission for citation or reference of data 
(including future data) not specified herein, and nothing in this agreement grants 
permission for the U.S. EPA to provide copies of any data to any party. 

If you require further information, please contact the undersigned at 317-337-3504. 

Best Regards, 

Laura Tagliani 
Global Regulator Leader - Corn Traits 
Dow AgroSciences LLC 
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There is an ELECTRONIC LABEL for this action 

You can use Acrobat to compare the e-JabeJ to the previous version (and find the 
changes). You can also use Acrobat to mark-up the e-Jabel with your comments. 

If e-Jabel was submitted via 

CD-ROM with paper application 
I 

then you will find e-label in 

Electronic Label Library 

If the e./abel is not found in the ELL then ff was probably no! named 
correctly and could not be ent<tred into the ELL. However, the file I 
can be retrieved from the CD which is retained b the Front End. 

or If e-label was submitted via 

XML E-Submission {no paper) 

then you will find e-label in 

Documentum 

See overview of processing e-labels on other side of this sheet. 
If you have any questions on e-labels, please contact one of your division e-label experts: 

AD Willie Abney 308-1689 

Renae Whitaker 308-7003 

Tracy Lantz 308-6415 

BPPD 

RD Tom Harris 308-9423 
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PROCrSSING ELECTRON II ... ,LABELS 
(rev. 1/5/09, tch) 

If e-Jabel submitted via XML e-submission (not on CD-ROM), you may wish to find e-Jabel in 
Documentum, save e-label to "My Documents", add e-label to ELL, start below at step 5. 

Initial EwLabel per application (on CD-ROM with paper via lTRMD} 

1 ITRMD receives 
paper submission 
w/ e-labei on CD 

l$ Save copy or e
label from ELL to 
My Documents 

10 Send annotaled 
e-label to registrant 
via email 

2 Tracking 
record added to 
OPPlN 

1 Review label 

I if a:ce;11!ll:e, s~p :o steP 20) 

,, File print of 
annotated e-label 
and email in jacket 

3 1TRMD adds 
e-label to ELL 

in-process 

tl Add comments 
toe-label 
(~avo; ae'd '\~~.h 
e:mme:'ltt;" t~ fi:enam~ 

review 

'
2 Add annotated e

label to ELL 

out-precess 

4 ITRMD sends 
paper submission 
to AD/BPPDIRD 

:: Connect ELL 
record wilh 
OPPIN S# 

~ Print annotated e
label 

(use "?tint wfL'l i'iler;a~e") 

nclose 
submission in 
OPPIN 

Resubmission (via email to sfaffer or PM) 

~4 Receive email 
submission w/ e
label attached 

·~ Adci tracking 
record to 
OPPIN 

16 Add e-label 
to ELL 

in-process 

,~ Save copy of e
labels {old & new) from 
ELL to My Documents 

19 Compare old and 
new labels with 
Acrobat 

20 Print e-label, 
s~amp, wri~e cover 
letter 

:.!
1 Mail stamped 

label & cover 
letter to registrant 

orocess - big oicture 
1- create OPPIN tracking 
2- put label in ELL; link to S# 
3- save ELL label to MyDocuments 
4- compare I comment 
5- outprocess 

review 

:a File stamped 
label & cover letter 
in jacket 

ou%-process 

1
' Connect ELL 

record with 
OPPlN S# 

(if revisions needed repeat steps 8-19} 

~3 Add cover 
letter to ELL 
(ma~da:cry r. ae.-ep:c~ 
vii' .. , <;emmll.:'n!sJ 

:t
4 Close 

submission in 
OPPIN 

techniaues to know 
- ftlename for e-labels 
- "print with filename" 
- compare I comment 
- printing w·1th comments 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 1.25 hours 

per response for registration and 0.25 hours per response for reregistration and special review activities, including time for reading the 

instructions and completing the necessary fonns. Send comments regarding burden estimate or any other aspect of this collection of 

information, including suggestions for reducing the burden to Director, OPPE Information Management Division (2137), U.S. 

Environmental Protection A$!ency, 401 M Street, S.W., Washin_gton DC, 20460. Do not send the completed form to this address. 

Certification with ResQect to Citation of Data 
Applicant's/Registrant's Name, Address, and Telephone Number: EPA Registration Numberf File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-:X:XX 
(314) 694-6514 

Active lngredient(s) and/or representative test compound(s): Date: 
Bacilfusthuringiensis CryiA.IOS, Cry2Ab2, Cry IF, Cry3Bbl, Cry34Ab I and Cry3SAbl Proteins and the 

December 17, 2009 Genetic Materials (Vectors PV-ZMIR24S, PHP8999, PV-ZMIR39, and PHPt7662} Neeessary for their 
Production in MON 89034 x TC IS07 x MON 880t7 x DAS·S9122-7 

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158: Producl Name: 

Terrestrial field crop MON 89034 X TCt507 X MON 880t7 X 

DAS-59122-7 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this fonn. You must submit the Fonnulator's Exem!)tion Statement (EPA Fonn 8570-27). 

0 I am responding to a Data.Call-in Notice, and have included with this fonn a list of companies sent offers of compensation (the Data Matrix fonn 
should be used for this pu_rpose}. 

Section 1: METHOD OF DATA SUPPORT (Check one method only} 

I am using the cite-all method of support, and have included with I am using the selective method of support I or cite-all option under 

0 this fonn a list of companies sent offers of compensation (I he [g) the selective method), and have included with this form a 
Data Matrix Fonn should be used for this purpose). completed list of data requirements (the Oata Matrix fonn must be 

used). 

Section U: GENERAL OFFER TO PAY 

0 )Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements) 

I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

Section fif: CERTIFiCATtON 
I certify that this appfication for registration, this fonn for reregistration, or this Data-Call· In response is supported by all data submitted or cited In 

the application for registration, the fonn for registration, or the Data·Call-ln response. In addition, if the cite-all option or cite-all option under the selective 
method is indicated in Section 1, this application is supported by all-data in the Agency's files that (1) concem the properties or effects of this product or 
an identical or substantially similar product, one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the appfication sought the initial registration of a product of identical or 
similar composition and uses. 

1 certify that for each exclusive use study cited In support of this registration or reregistration, that I am the original data submitter or that 1 have obtained 
the wrilten permission of the original data submitter to cite that study. 

1 certify that for each study cited in support of this registration or reregistration that is not an exctusive use study, either: (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility fur 
compensation have expired for the study; (d) the study Is in the pubfic literature; (e) I have notified in writing the company that submitted the study and 
have offered (I) to pay compensation to the extent required by sections 3(c){1)(F) and/or 3(c)(2)(B} of FIFRA; and (ii} to commence negotiations to 
determine the amount and tenns of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1 )(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should 1 fail to produce 
such evidence to the Agency upon request. I undersland that the Agency may initiate action to deny, cancel or suspend the registration of my product In 
conformity with FIFRA. 

1 certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false of misleading statement may be punishable by fine or imprisonment of both under the applicable law. • .. , , , ~ , 

Sl'""" f., Date 

0 
tv~-· December 17, 2009 

8P1>. Fonn 8570·34 (9-g7 Electronic and Paper Versions available. Submit onl Paper version. y 

Monsanto Company 07-CR-192E-2 

• 
Typed or Printed Name and Tit!e • • 

' . 
' J. Austin Busns' • · 

Regulatozy Affairs r.ianager, , 
t ) ) ... ' J .. 

J • ' 

' 

-· ' 
> ' 
' ' 
. ' 

J ' ... 

) J I J 

Pag~ IWUf,l75 
J ) ) , 
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&EPA 
F ~m Approved OMB No. 2070.0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. Including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}. U.S. Environmental Protection Agency. 
40f M Street. S.W., Washin!lton. DC 20450. Do not send the form to this address. 

DATA MATRIX 
Date: December 17, 2009 EPA Reg. No./File Symbol: 524-XXX I Page t of 57 

Appllcanfs/Registranfs Name & Address: Product MON 89034 X TCtS07 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 MON 88017 x DAS-59t22-7 

Ingredient Bacillus thuringiensis CryiA.lOS, Cry2Ab2, Cry IF, Cry3Bbl, Cry34/35Abl Proteins and the Genetic Male rials (Vectors PV -ZMIR245, PHP8999, PV·ZMIR39, <1nd · 
i 

PHP 17662) Necessary for their Production in MON 89034 x TCIS07 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-880ii-3 x · 
DAS-59122-7} ~ ---Guideline Reference Number Guideline Study Name MRlD Number Submitter Status - Nul"' _./ 

........... .,;., . 
Administrative Materials for the Application to - - -
Register the Plant-Incorporated Protectant, Bacillus - - . . . 
thuringiensis Cry 1 A. I OS, Cry2Ab2, Cry I F. 

........ ... . . . 
- . 

Cry3Bbl, Cry34Abl, and Cry35Abl Proteins and . - .. 
the Genetic Materials (Vectors PV-ZMIR245, -, ... ol .. .. 

-PHP8999, PV-ZMIR39, and PHPI7662) Necessary ., '<I~ .. 

for their Production in MON 89034 x TCI 507 x .... - .. 
MON 88017 x DAS-59122·7, With an Interspersed - -......... 
ln-Pield Refuge Configuration Using a Seed Ac:nini:mative 

NA Mixture Monsanlo Company OWN This ~'\?~Ecation 

Five Percent Seed Mix Refuge as an Insect 
Resistance Management Option for MON 89034 x Supporting Data 

NA TCIS07 X MON 88017 X DAS-59122-7 Monsanto Company OWN This Application 

The Benefils of a 5% Interspersed In-field Refuge Benefits 
NA Option for SmartStax7M Com Monsanto Compj!ll)' OWN This Application 

Signature ,_./ .. Name and Title Date 
J. Austin Burns, PhD. December 17, 2009 
Regulatory Aff.."'.irs Manager 

- " -- - - ..... ·- - ·- .. .... -. ·-·-··.< ... ... ·-·· ... -·. t ... "- -· .. 
Copy 

Monsanto Company 07·CR-192E-2 Page 20 of 175 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070-0060 1 

I 

401 M Street, S.W. 
I Washing~on, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hOurs per response for registration activities and 0.25 hours per 
I response for reregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any I other aspect ofthis collection of Information, induding suggestions for reducing the burden to: Director. OPPE Information Management 0\vision (2137), U.S. Environmental Protection Agency, 

401 M Street. S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: December 17,2009 EPA Reg. No.!File Symbol: 524-581 I Page 2of 57 

Applicant's/Registrant's Name & Address: Product: MON 89034 X TCt507 X MON 88017 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 DAS-59122-7 -·· Ingredient Bacillus thurlngiensis CrylA.105, Cry2Ab2, Cryl F, Cry3Bb 1, Cry34/35Abl Proteins and the Genetic Materials (Vectors PV-Zl\lfiR245, PHP8999, PV-ZMIR39, and 
PHP17662) Necessary for their Production in MON 89034 x TCI507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3 x 

DAS-59122-7} 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 
Administrative Materials for tlte ApplicaJion to Register 
lhe Plant-Incorporated Proleclllnt, Bacillus thuringie11sis 
CrylA.t05, Cry2Ab2, CrytF, Ccy3Bbt, Cry34 and 
Cry35 Proteins and the Genetic Mntellials (Vectors PV-
ZMtR245, PHP8999, PV·ZMIR39,and PHPI7662} 
Necessary for their Ptoduction in MON 89034 x TCt507 Adminislrative 
X MON 88017 X DAS·59t22-7. 474449-00 Monsanto Company OWN 
Bums, J.A. 2008. Human Health and Environmental 
Assessment ofthc Plant-tncos porated Protectant Bacillus 
rlmringicnsis CrytA. t 05, Cry2Ab2, Cry3Bbt, CrytF, 

t>roduct Cry34Abt, and Cry35Abt Proteins Produced in MON 
89034 X TCI507 X MON 88017 X DAS-59t22-7. CharacJerization 

885.1100 Monsanto Tcclvlical Report MSL0020223. 47444901 Monsanto Company OWN 
Rice, J.F. 2008. Summary of Southern Blot Analyses to 
Confim1 the Presence ofMON 89034, TCI507, MON 
88017, and DAS-59122-7 in the Combined Trait Com Product 
Product MON 89034 x TCt507 x MON 880t7 x DAS- Clwactes izal ion 

885.1100 59122-7. Monsanto Technical Report MSL002t265. 47444902 Monsanto Company OWN 

Taylor, J.P., J.R Groat, and J.D. Masucci. 2007. Southern 
Blot Analyses to Confirm the Presence ofMON 89034 
and MON 88017 in the Combined Trait Com Product Product 
MON 89034 X TCI507 X MON 88017 X DAS-59t22·7. Characterization 

885.1100 Monsanto Technical Report MSL0020682. 47444903 Monsanto Company OWN 

S<!natu•• ~ -···· Name and Title Date 

J. Austin Bums, Ph.D. December 17, 2009 
~; .. Regulatory Affairs Manager 

--·- ------ ·- __ , -· -~ ~ . ~ ·-- ·- ....••... I.... I- -· .•. __ ... ·-· ..•. -- ·-· ·-·. .. • .. - . ··- -·· 1 ..... -1 I I ~- . 

Monsanto Compau.y 07·CR-192E-2 Page 21 of 175 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paporwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 

I 
response for reregistration and special re\lfew actlvilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection oflnformation, including suggestions for reducing the burden to: Oirector, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .• Washing!on. DC 20460. Do no! send the torm lo this address. I 

DATA MATRIX I 
I 

Date: December 17, 2009 EPA Reg. NoJFIIe Symbol: 524-581 l Page 3of 57 

Applicanl's/Registrant's Name & Address: Product MON 89034 X TC1507 X MON 88017 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 DAS-59122-7 I 

Ingredient Bacillus thuringiensis Cry1A.105, Cry2Ab2, CrylF, Cry3Bb1, Cry34/35Ab1 Proteins and the Genetic Materials (Vectors PV-ZM1R245, PHP8999, PV-ZM1R39, and 
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3 x 

DAS-59122-7) 

Guideline Reference Number Guideline Study Name MRID Number Submi!ler Status Note 
Schafer, B.W., C. Q. Cia, and S.K. Embrey. 2008. 
Southern Blot Analyses to Confirm the Presence of : 

TCIS07 and DAS-59122-7 in the Combined Trail Com 
Product MON 89034 x TCI507 x MON 88017 >< DAS-. Product 

885.1100 59122·7. Dow AgroScienecs Study ID 071179. 47444904 Monsanto Compar]y_ OWN Characterization 

Murphy, J.A. and J.S. McClain. 2008. Summary of 
CrytA 105, Cry2Ab2, Cry IF, Cry3Bbt, CP4 EPSPS, 
Cry34Abt, Cry35Abl and PAT Protein Levels in the 
Combined Trait Com Product MON 89034 x TCI507 x 
MON 88017 x DAS-59122-?Produced in US Field Trials Product 

885.1100 
in 2006. Monsanto Technical Report MSL0021266. 47444905 Monsanto Company OWN CharacteriU~tion 

Stillwell, L. and A. Silvanovich. 2007. Assessment of 
CryiA.t05, Cry2Ab2, Cry3Bbt, and CP4 EPSPS Protein 
Levels in the Combined Trait Com Product MON 89034 
>< TCI507 x MON 88017 x DAS-59122-7. Monsanto Product 

885.1 tOO Technical Report MSL002 1070. 47444906 Monsanto Company OWN Characterization 
Phillips, A.M. 2008. Cry34Abl, Cry35Abl, Cry IF, and 
PAT Protein Levels in H}brid Maize TC 1507, DAS· 
59122-7, MON 89034 X TCI507 X MON 88017 )( DAS-
59122-7, and a Conventional Control from the Monsanto 
2006 Production Plan 06-01-52.04. Dow AgroScienecs Product 

885.1 toO Study ID 06 t 026.06. 47444907 Monsaruo Company_ OWN Characterization 

Levine, S. 2008. Studies Performed to Evaluate the 
Potential for Interactions among Cry Proteins Produced 
by MON 89034 X 1'CI507 "MON 88017 X 

Environmental 
NIA 

DAS-59122-7. Monsanto Technical Report MSL0021267. 
47444908 Monsamo Comnany OWN Assessment 

Signature ~ ~ Name and Title Date 

J. Austin Bums, Ph.D. December 17, 2009 
,--_~ . Regulatory Affairs Manager 

--~- .- -- ·- . -· ... ·- ..... - •- .....• . - . ~ .... ·····-· ... ·~ ~ -
Monsanto Company 07-CR-192E-2 Page 22 of 175 

459 



.......... 

&EPA 
Fonn Approved OMS No. 2070.0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The pubfic reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistralion and special review activities, including time for reading the instruclions and completing the necessary fonns. Send comments regarding the burden estimate or any 
olher aspect of !his collection of information, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division {2137). U.S. Environmental Protection Agency, 
401 M S1reet, S.W •. washino.ton. DC 20460. Do not send the fonn to this address. 

DATA MATRIX 
Dale: December 17, 2009 EPA Reg. No./File Symbol: 524~581 1 Page4 of 57 
Appftcant's/Regislrant's Name & Address: Product: MON 89034 )( TC1507 X MON 88017 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 DAS-59122-7 
Ingredient Bacfl/us thuringiensis Cry1A.IOS, Cry2Ab2, Cry IF, Cry3Bbl, Cry34/35Abl Proteins and the Genelic Materials {Vectors PV~ZMIR245, PHP8999, PV~ZMIR39, and 
PHP17662) Necessary for their Production in MON 89034 x TCIS07 x MON 88017 x DAS~59122-7 (OECD Unique Identifier: MON-89034·3 x OAS-01507-1 x MON-88017-3 x 

DAS~S9122~7) -· 
Guideline Reference Number Guideline Sludv Name MRID Number Submiller Status Note 

MacRae, T. 2008. Evaluation of Potential for Interaction 
Between the Bacillus 1l1uringtensis Cry3Bbl, Cry34Abl, 
and Cry35Abt Proteins. Monsanto Technical Report Enviwmnental 

NIA 
MSL0020S54 47444909 Monsanto Company OWN Assessment I 
Levine, S. 2008. Evaluation of1he Potential for I 1 nteractions among Cry Proteins Produced by MDN 
89034 x TCt507 x MON 88017 x DAS-59122-7 by 
Insect Bioassay. Monsanto Technical Repolt Environmental 

NIA MSL002tt04. 47444910 Mons.1nto Comoanv OWN Assessment 
Head, G. and N. Storer. 2008. Insect Resistance 
Management Plan for MON 89034 x TCI507 x 
MON 880t7 x DAS-59122-7. Monsanto Technical 

N!A Report MSL002t285. 474449tl Monsanto Company OWN IRM 

Levine, S. and J. Huesing. 2008. Endangered Species . l tmpact Assessment for the Combined T1ait Corn Product 
MON 89034 "TCI507 x MON 88017 x DAS-59122-7. Envnonmcntal 

N/A Monsanto Technical Report MSL002t268. 474449t2 Monsanto Comoanv OWN Asscssmcru 
Paradise, M. 2008. Evaluation of Potential Dietary Effects i 
of Pollen From the Combined Trait Com Product MON 

-../ 

89034 x TCt507 x MON 88017 x DAS·59122-7 on the 
Ladybird Beetle Coleamegi/la maculara (Coleoptera: 
Coccinellidac). Monsanto Technical Report MSL Environmental 

885.4340 002t036. 47444913 Monsanto Companv OWN Assessment 
Signature _f Name and Title Date 

' i 
J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager - . . - ·- ~-~ ...... . - .. .. - . ...._ ~ ... -e y 

Monsanto Company 07~CR~I92E~2 Page 23 of 175 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Papei'Work Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities,lndwing time for reading the instrudions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this coUection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: December 17, 2 009 EPA Reg. NoJFile Symbol: 524-575 1 Page 5of 57 

AppUcant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 I 
Ingredient Bacf/lus lhuringiensfs C.rytA.lOS and C.ry2Ab2 Proteins and the Genetic Material (Vector PV-ZMtR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note I ·-· 
Administrative Materials for the Application to Regisrcr ! 
the Plant-Incorporated Protcctant, Bacill11s tfwringiensis I Cry lA. lOS and Cry2Ab2 Proteins and the Genetic ! Material (VcclorPV-ZMIR245) Necessary for their 
Production in MON 89034 (OECD Unique Identifier: I 

NIA MDN-89034-3). 469St4-00 Monsanlo Comp_iiU)y_ OWN Administrative i 

Bogdnnova, N.N. 2006, Human Health and ! 

Environmental Assessment of the Plant·fncorporatcd 
Protcctant Bact/Ius thurmgiensls Cry lA. lOS and Product 

885.1100 Crv2Ab2 Proteins Produced ln ComMON 89034, 469514·01 Monsanlo Company OWN Characterization 

Rice, lF., B.J. Wolff. J.R, Groat, N.K. Scanlon, J.C, 
Jennings, and J.D. M\lsUcci. 2006. Amended Rep<Xt for 
MSL-20072: Molecular Analysis of ComMON 89034. Product 

885.1100 Monsanto Technical R~port MSL-20311. 4695t4-02 Monsanto Company OWN Characterization 

Hartmann, A.J., KE. Niemeyer, and A. Silvanovich, 
2006. Assessment of the Cry lA. 105 and Cry2Ab2 
Protein Levels in Tissues of Insect-Protected ComMON 
89034 Produced in 2005 U.S, Field Trials. Monsanto Product 

885.1100 Technical Report MSL-20285. 469514-03 Monsanto Company OWN Charactcrizalion 

Karunanandaa, K., JJ, Thorp, M.E, Goley, Sl.., Levine, 
and A. Silvanovich. 2006. Characterization of the 
Cry2Ab2 Protein Purified from the Com Grain ofMON 
89034 and Comparison ofthc Physicochemical and 
Functional Properties of the Plant-Produced and E. coli· 
Produced Cry2Ab2 Proteins. Monsanto Technical Report Product 

885.1100 MSL-20071. 469514-04 Monsanto Corm>any OWN Charactcri1.ation 

SignatnreA. a,A/VL Name and Title Date 

J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

-- ___ ... -- .A. --· -· ...• ·- ·- -
•• _..__. ______ t._ ____ ... .. ---··-· . -- -··-· A --. -· • I .o.. --I • ~- -----
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paporwork Reduction Act Notice: The public reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activiUes and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE Information Management Oivision (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: December 17, 2009 EPA Reg. No.IFile Symbol: 524~575 J Page6of 57 

Applicant's/Reglstrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillrrs lhuringiensis CryiA.I05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) ..._.,. 
Guideline Reference Number Guideline StudyName MRIDNumber Submiuer Status Note 

Levine, S.L. and J. Uffm:m. 2006. Evaluation of the 
Functional Equivalence of the Cry2Ab2 Protein Produced 
in E. Coli and Br Against a Sensitive Lepidopteran Product 

885.1100 Speeics. Monsanto Technical Report MSL-20 132. 469514-05 Monsanto COillPJIIIY OWN Characterization 
: 

i Rice, J.F., B.J. Wol!f, J.C. Jennings, and J.D. Masucci. 
2005. Summary of Southern Blot Analysis of MON 
89034 and MON 89597Com. Monsanto Technical Product _1 

885.1100 Report MSL-20068 466945-01 Monsanto Company OWN Characterization 

Goertz, B., T. Ganguly, J. Lee, T. Lee, and E.A. Rice. 

I 2005. Characterization ofthe Cry! A. 105 Protein 
Purified from the Com Grain ofMON 89034 and 
Comparison oftlte Pbysicochemical and Functional 

I Properties of the Plant-Produced and E.co/i-Produced 
Cry tA.WS Proteins. Monsanto Technical Report MSL- Product 

885.1!00 19960. 466946-04 Monsanto Company OWN Characterization 
i 

Supplemental Information for MR.ID No. 46951402 
Product "Amended Report for MSL-20072: Molecular analysis of 

Corn MON 89034". 471275.()3 Monsanto Com~any OWN Charactcrizat ion 

Supplemental Information forMRID No. 46951403 
"Assessment of the Cry lA. lOS and Cry2Ab2 Protein 
Levels in Tissues orrnscct-Protected ComMON 89034 Product 
Produced in 2005 U.S. Field Trials". 471275-05 Monsanto ConJj>_any OWN Characterization 

s;gnatu« -~ Name and Title Date 
J. Austin Bums, Ph.D. December 17, 2009 

.....--... - Regulatory Affairs Manager 
- . - -- - ~-- - -· ·- ............... ·-· ._ ... . -··· - ·- .. - ___ ._ .. __ -··· ---
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading !he Instructions and completing the necessary forms. Send commenls regarding the burden eslimate or any 
other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE InfOrmation Management Division (2137), U.S. Environmental P rotectlon Agency, 
401 M Street. S.W .• Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: December I 7, 2009 EPA Reg. No./File Symbol: 524-575 1 Page 7of 57 

Applicant's/Reglstrant's Name & Address: ! 
Monsanto Compilny, 800 N. Lindbemh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacflltts rht~ringfens{s Cry!A.IOS and Cry2Ab2 Proteins and the Genetic Material (Vector PV..ZM!R245) Necessary for their Production in MON 89034 (OECD Unique I 
Identifier: MON-89034-3) ! .. ._.,....· 

Guideline Reference Number Guideline Stu(fy_Name MRID Number Submitter Status Note 
i 

Bogdanova, N.N. 2005. StructUJaland Functional 
Similarity of the Cry lA. lOS Protein to Cry lA Class of 
Bacillus rlmringiemis Proteins. Monsanto Technical Product 

885.1100 Repon 05-RA-62-01. 466946-01 Monsanto Company OWN CltaJactcrization 

Dudin, Y.A and P. ChiMadurai. 2005. Qualitative 
Detection Method for the Cry2Ab2 P10tein in Com Leaf 
and Seed ofMON 89034 and MON 89597. Monsanto Product 

860.1340 Technical RcllOrt 05-RA-39·04. 466945·03 Monsanto Company OWN Characterization 

Bonnette, K.L. 2006, An acute oral toxicity study in 
mice with Cry2Ab2 protein. Monsanto Study CR0-2005· Human Health 

885.3050 049. 469514·06 Monsanto Comp<~llY_ OWN Assessment 

Kapadia. S.A. and E.A. Rice. 2006. Assessment of the ill 
Human Health 1•irro Digestibility of the Cry2Ab2 Protein in Simulated 469514-07 

885.1100 Gastric Fluid. Monsanto Technical Reoon MSL-19931- Monsanlo Company OWN Assessment 

--· 
Kapadia, S, and E.A. Rice. 2005. Assessment of the in 
virro Digestibility ofthcCry!AJ05 Protein in Simulated 469514..()8 Human Health 

885.1100 Intestinal Fluid. Monsanto Technical Report MSL-19930. Monsanlo Company OWN Assessment 

~~~ 
Name and Tide Date 
J. Austin Bums, Ph.D. December 17, 2009 

Signature Regulatory Affairs Manager 

EPA Form 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper version. Agoncy lntornal Usc Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washing_ton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of lnfonnalion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activmes, includ'mg lime for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection ofinfonnalion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street. S.W .• Washington, DC 20460. Do not send the fonn to this address. 

DATA MATRIX 
Date: December 17, 2009 EPA Reg. NoJFIIe Symbol: 524-575 1 Page 8of57 

AppJicant's/Reglstrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Producl: MON 89034 
lngredienl Baci/ilts thuringiensfs CrylA.t OS and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245} Necessary for their Production in MON 89034 (OECD Unique I Identifier: MON-89034·3) . .._· 
Guideline Reference Number Guideline Study Name MRID Number Submitter Slatus Note 

McCoy, R.L. and A. Silvanovich. 200S. Bioinfonnatics ! 
Analysis of the CrytA.tOS Protein Utilizing !he ADS, 
TOXINS, and ALLPEPTIDES Databases. Monsanto Human Health 

885.!100 Technical Report MSL-t9686. 466946-05 Monsanto ComQ_any 0\VN Assessment 

Thorp, J.J. and M.E. Goley. 2006. Assessment of the in 
virro Digestibility ofthc Cry2Ab2 Ptotein in Simulated Human Health 

885.ttoo Intestinal Fluid. Monsanto Technical Report MSL-t9938 469514-09 Monsanto Company OWN Assessment • 

McClain, J.S. and A. Silvanovich. 2006. Bioinfonnatics 
Evaluation of the CrytA.IOS Protein Utilizing the AD6, 
TOXINS, and ALLPEPTIDES Databases. Monsanto Human Health 

88S.IIOO Technical Rep_ort MSL-203S I. 469514-10 Monsanto Compa11y OWN Assessment 

Kapadia, S.A. and E.A. Rice. 2005. Assessment of the in 
virro Digestibility of the Cry! A.105 Protein in Simulated Human Health 

885.1100 Gastric Fluid. Monsanto Technical RcllOrt MSL-19929. 466946-06 Monsanto Comaany OWN Assessment 

Goley, M.E. and].]. TI1o1p. 2005. tmmunodetcction of 
Cry2Ab2 and Cry! A.t05 Proteins in Com Grain from 
MON 89034 Following Heat Treatment. Monsanto Human Health 

885.1100 Technical Report MSL-19899. 466946-07 Monsanto Company OWN Assessment 

Bonnette, K.L. 200S. An Acute Oral Toxicity Study in 
Mice with Cry lA. !05 Ptotein. Monsanro Study CRO.. Human Health 

885.30SO 2005-050. 466946-03 Monsanto Compaf1y OWN Assessment 

Signature d_ Name and Title 
Date 

.. December 17, 2009 
J. Austin Bums, Ph.D. 
RegulatorY Affairs Manager 

EPAFonn 857~ (9-97) Electronic and Paper· versions available. Submit only Paper version. Agency lnteinal Use Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Roductlon Ac1 Notice: The publie reporting burden 1or this collection 01 information is estimated to average 0.25 hours per response for regislration activities and 0.25 hours per J 

response for reregistration and special revie>-'1 aclivilles. including time for reading the instructions and comJi eli ng the necessal)' forms. Send comments regarding the burden estimate or any . 
other aspect of this coltectron of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Slreet. S.W., Washington. DC 20460. Do not send the form to this address. I 

DATA MATRIX ! 
Date: December 17,2009 EPA Reg. No./File Symbol: 524-575 1 Page9ofS7 
Applicant's/Registrant's Name & Address: I 

Monsanto Compa[ly, 800 N. Lindbergh Blvd., St. Lours, MO 63167 Product: MON 89034 
lngtedlent Bacillus thuringiensis Cry1A.I05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) .._, 
Guideline Reference Number Guideline Study Name MRID Number Submilter Slatus Note 

McClain, J.S. and A. Silvanovich. 2006. Bioinformaties 
Analysis of the CI)'2Ab2 Protein Utilizing the AD6, 
TOXINS, and ALLPEPTlDES Databases. Monsanto Human Health 

885.1100 Technical Report MSL-20307. 469$14-t l Monsanto Company OWN Assessment 

Davis, S. W. 2006. Comparison of Broiler Performance 
and Carc.1ss Parameters When Fed Diets Containing 
MON 89034, Control or Conu11ercial Corn. Monsanto Human Health 

885.40$0 Study 05-0t·S0-13, Amended Report. 469Sl4-l2 Monsanto Comi>_ally_ OWN Asscss1nent 

MacRae, T.C., C.R. Brown, and S.L. Levine. 2006. 
S pcetrum of Insecticidal Activity of Bacillus rllmingiensis 
CrytA.I05 Protein. Monsanto Technical Report MSJ.. Environmental 

NIA 20230. 4695t4-l3 Monsanto Company OWN Asscssmcm 

MacRae, T.C., C.R. Brotm, and S.L. Levine. 2006. 
Spectrum of Insecticidal Activity of Bacillus thuringicusis . 
Cry2Ab2 Protein. Monsanto Technical Report MSL- Environmental 

NIA 20229. 469514-14 Monsanto Com!)anY. OWN Assessmelll 
Headrick, J.M., 0. Heredia, I.O. Oyedirnn, and TT 
Vaughn. 2006. Assessment of the Efficacy of 
Lepidopteran-protected ComMON 89034 and MON 
89597 Against Major Insect Pests in United States, Puerto 
Rico and Argelllina During 2003·2004 Seasons. Environmental 

NIA Monsanto Technical Report OS·RA-39-05. 469514-IS Monsanto Comp_al)y_ OWN Asscssmelll 
Signature 

A 
... Name and Title Date 

J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

- ,.. ......... i---~ -·~-· --- __ s ---· --·· p •- --- ____ .... •1-L.I- - •• t.. .. •-----------··--·---·····-· A--- ... --- I .t.- -· ··- ~-
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&EPA 
Form Approved OMS No. 207()..0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per 
response for reregistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any 
olher aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), u.s. Environmental Proteclion Agency, 
401 M Street, S.W .. Washi~ton. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: December 17, 2009 EPA Reg. No.!File Symbol: 524-575 { Page 10 of 

51 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Producl: MON89034 
lngredienl Baci/hrs lhtrringtensis CrylA.l05 and Cry2Ab2 Proteins and the Genetic Material {V eclor PV -ZMIR245) Necessary for dteir Producli'on in MON 89034 (OECD Unique 
ldenlifrer: MON-89034-3) -./ 

Guideline Reference Number Guideline Study Name MRID Number Submilter Status Note 

Teixeira, D. 2006. Evaluation of Dietary Effects of 
Lyophilized Leaf Tissue frotll Com MON 89034 in a . 
Chronic Exposure Study with Collcmbola (Folsomia Environmental 

885.4340 otndlda}. Monsanto Technical Report MSL-20 169. 469514-16 Monsanto Company OWN Assessment 

Palmer, S.J. and H.O. Krueger. 2006. Evaluation of 
Exposure lo MON 89034 wilh the Cladoccran Daph11ia 
mog11a: An acute sialic-renewal test with com pollen. Environmental 

I 885.4340 Monsanto Study \VL-2005·0 ll. 469514-17 Monsanro Contpanv OWN Assc.ssmcnl 
! 

Sindermann, A.B., J.R. Porch; and H.O. Krueger. 2006. 
Evaluation of Potential Effects of Exposure to Cl)'tA.l05 
Protein in an Acute Sludy with lhe Earthworm in an I 
Artificial Soil Substrate. Monsanto Technical Report Environmental 

885.6200 MSL-20147. 469514-18 Monsanlo Contpnny OWN Assessment 

Richards, K.B. 2006. Evaluation of the Dietary Effect(s) ' 
of a CJY lA. t05 Prolcin on Honeybee Larvae (A pis Environmental 

885.4380 melllfcra 1...). Monsanto Study CA-2005.071. 469514-19 Monsanto ComjJany OWN Assessment --
Richards, K.B. 2006. Evaluation of !he Dietal)' Effccl(s) 
of a CrytA.l05 Protein on Adult Honeybees (Apis Environmental 

885.4380 melti(era L.). Monsanto Study CA-2005·072 469514-20 Monsanto Company_ OWN Assessment 
Signature 

~I 
Name and Title Date 

- J. Austin Bums, Plr.D. December 17, 2009 
Regulalory Affairs Manager 

--·- __ ... -- ~-- .- ... ~ . -- ··-7) p yt-'ap y p 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Roductlon Act Notice: The public reporting burden for this collection Of information is estimated to average 0.25 hours per response for regislration aclivities and 0.25 hours per 
response for reregistraUon and special review activflies,lncluding time for reading the instructions ard completing the necessary forms. Send commenls regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2 f37), U.S. Environmental Protection Agency. 
40 f M Streel. S.W .• Washinglon. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: December 17, 2009 EPA Reg. No./Fite Symbol: 524-575 J Page t t of 57 
Applicanl's/Regislrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Producl: MON89034 
Ingredient Dacillrts thuringfensis CrylA.IOS and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique I Identifier: MON-89034-3) ...... _.· 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

! 
Paradise, M.S. 2006. Evaluation of Potential Dietary 
Effects of Cry lA. t OS Protein on the Ladybird Beetle, 
Coleomegilla maenlara (Colcoptem: Coccinellidac). Enviroruncnt~l 

885.4340 Monsanto Technical Report MSL-20 !50 469514-21 MollSanto Com~>_any OWN Assessment 

Paradise, M.S. 2006. Evaluation ofPotcnlial Dietary 
Effects of Cry2Ab2 Protein on the Ladybird Beetle, 

Envi1onmcntal Catecmegilla maculam (Coleopte~a: Coccincllidae). 
885.4340 Monsanto Technical Renort MSL-20 151. 469514-22 Monsanto Com)lany OWN Asscssmenl 

Teixeira, D. 2006. Evaluation of Potential Dictaty 
Effects ofCryiA.I05 Prolcin on Minulc Pirate Bugs, 
Orius insidiosus (HcmiptCia: Anthocolidac). Monsanto Environmcnlal 

885.4340 Technical Report MSL-20170. 469514-23 Monsanto Con~any OWN Assessment 
Tcixcim, D. 2006. Evaluation of Potential Dictaty 
Effects of Cry2Ab2 Protein on Minute Pirate Bugs, On'us 
insldiosus (Hemiptera: Anthocondae). Monsanlo Environmental 

885.4340 Technical Rc~>_ort MSL-20171. 469514-24 Monsanlo Con~~ny OWN Assessment 

Sindc~nn. A.B., J.R. Porch, and H.O. Krueger. 2006. 
Evaluation ofPotential Effects of Exposure to CryiA.105 ·~ 

Protein in an Acute Study with the Parasitic Wasp, 
Ichneumon promi.ssan'11s (Hymenoptcm: [chncumonidac). Environmental 

885.4340 Monsanto Technical Report MSL-20149. 469514-25 Monsanto Comj)lln)' OWN Assess men I 
Date 

Signature 

~ -- Name and Title December 17, 2009 
J. Austin Bums, Ph.D. v 
Regulatory Affairs Manager 

- ~ --~-Jo--
.. ___ ... ....... 9 .. . - ... --~--- -··· ,.. ___ -· ··-~- -- .. 
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&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
PapeJWork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for Jeadlng the Instructions aro competing the necessary forms. Send comments regaJdlng the bU'"den estimate or any 
other aspect of this coUection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137). U.S. Environmental Protection Agency, 
401 M Street. S.W •• Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17,2009 EPA Reg. No./File Symbol: 524-575 I Page 12 of 57 
Applicant's/Registrant's Name & Address: i 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 I 
Ingredient Bacill11s thuringicnsis CrylA.I05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR145) Necessary for their Production in MON 89034 (OECD Unique ! 
Identifier: MON-89034-3) I 

Guideline Reference Number Guideline Study_ Name MRID Number Submitter Status Note 

Gallagher, S.P. and J.B. Beavers. 2006. Evaluation of 
Pot(ntial Di(lal)' Effects ofMON 89034 with the 

I Non hem Bobwhite: an Eight-day Dietal)' Study with Environm(ntal I 

885.4050 Com Grain. Mons3nto 'fecluJical Report WL-2005..() 12. 469514-27 Monsanto ComP3nY OWN Assessment 

Muclh, M., T. Curran,]. Warren, S. Dubclman, M. 
Glaspie, I. Murphy, S. Levine, J. Holtmeycr, and C. 
Jiang. 2006. Aetobi( Soil Degradation of the Purifi(d 
CJy.2Ab2 and CI)'IA. lOS Proteins. Monsanto Technical Environmenlal 

I 

885.5200 Report MSL-20 174. 469514-28 Monsanto Company OWN Assessmc11t 

Huesing, J.E., I.J. Duan, and S.L. Levine. 2006. 
Eooangercd Species Risk Assessment for ComMON Envitonmcntal I 

NlA 89034. Monsanto Technical Report MSL0020394. 469514-29 Monsanto ComJ)l!nY OWN Assessment 

MaeRac, T.C., C.R. Brown, S.L. Levine. 2005. 
Ev3IU3tion of the Potential for Intcmctions Between lhe 
Bacill11s Tlntringiensis Proteins CI)'IA. lOS and Cry2Ab2. Environmental 

NIA Monsanto Technical Repon MSL-19859. 466946-02 Monsanto Company OWN Assessment 

Sindcrmann, A.B.,J.R. Pore h. and H.O. Krucget. 2006. 
Evaluation of Potential Effe<:ts of Exposure to Cry2Ab2 
Protein in an Acute Study with the Parasitic Wasp, 
lclme11man promissorius (Hymenoptera: Ichncumonidae). Environmental 

885.4340 Monsanto Technical Report MSL-20 148. 469514-26 Monsanto Com~y_ OWN Assessment 
Signature 

~~-?'v1NL---
Name and Title Date 

-· J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

--·- - -- - ;- --· -· ·- ···-···· -·····-····· ....... .... ··-·--··· .. -· ... -
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for lhls colleclion of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregl strati on and spedal review activilies. i nd udl ng time for reading the in strudion sand compl etinglh en ecessary forms. Send comments regarding the burden estimate or any 
other aspect of this coltection oflnformation, including suggestions for reducing the burden to: Director, OPPE Information Management Diviston (2137}, U.S. Environmental Protection Agency. 
401 M street. s.w .. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17,2009 EPA Reg. No./File Symbot: 524·575 l Page 13 of 57 
Applicant's/Registrant's Name & Address: . 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
ln~dient Baci//Jrs thuringfensis CrylA.105 and Cry2Ab2 Proteins and the Genetic Material (Vector PV·ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON·89034-3) 

Guideline Reference Number Guideline study Name MRtD Number Sub muter Slat us Nole 

Palmer, S.J. and H.O. Krueger. 2000. Insect Protection 
Protein 2: An Acute Toxicity Study With the Earthwonn Environmental 
in WI Artificial Soil Substrate. Monsanto Technical Assessment 

885.4340 Rc1>0rt MSL-16 177 450863-13 Monsanto Company OWN 

Maggi, V.L. 2000. Evaluation of diemry cffect(s) of 
purified BacillliS rhuringicnsls Cry2Ab2 protein on honey Environmental 

885.4380 bee larvae. Monsanto Technical Rcoort MSL-t696t. 453371-02 Monsanto Com~any OWN Assessment 
Teixeira, D. 2000. Asscsstnenl of Chronic Toxicity of 
Cotton Tissue Containing Insect Proteclion Protein 2 to 
Collembola (Folsom/a candida}, Amended repon. Environmental 

885.4340 Monsanto Teclmicnl ~q>_ort MSL-16 174. 450863-14 Monsanto Compall)l OWN Assessment 

Palmer, S. and H. Krueger. 2000. Insect Protection 
Protein 2: A Dietary Toxicity Study with Parasitic 
Hymenoptera (Nasom'o vtrripermis}. Monsanto Technical Environmental 

885.4340 Report MSL-16173. 450863-10 Monsanto Comp_any_ OWN Assessment 

Maggi, V.I.., 2000. Evaluation of the DiCJruy Effcct(s) of 
Insect Protection Protein 2 on Adult Honey Bees (Apis Environmental 

885.4380 mcllifera L.). Monsanto Technical Rellort MSL-16176. 450863·08 Monsalllo Comp11ny OWN Assessment 
Signature __!/ c;· 

Name and Title Date 

"--- J. Austin Bums, Ph.D. December 17, 2009 
R~g_ulatory Affairs Manager 

--· -- - ......... - -· . - .. --. .. _ ......... ·~ . - .. ·-·· . ··-· -· ........ -· . ··~ ~-
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&EPA 
Form Approved OMS No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

I 
401 M Street, S.W. 

Washington, D.C. 20460 
Paporwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the lnslructions and completing the necessary forms. Send comments rega1ding the burden estimate or any 
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2 f37}, U.S. Environmental Protection Agency, 
401 M street, s.w .. Washington. DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Oate: December 17, 2009 EPA Reg. No./File Symbol: 524-575 I Page t4 of 57 
Applcant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillus thuringl'ensis Cry I A. lOS and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZI\.1IR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) i 

Guideline Reference Number Guideline S!udy Name MRID Number Submitler Stalus Note 

Head, G. 2006. Insect Resistance Management Plan for 
I 

Second Generation Lepidopte.ran-Pr01cctcd Com, MON i 
N/A 89034. Monsanto Technical Rep_ort 06-RA-39.06. 4695tt1-30 Monsanto Company OWN IRM 

Bogdan ova, N. and A. Crawfo1d {2007). Public Interest 
Document Supporting Registration of BaciliUJ 
1huringiet1sis CsylA. !OS, Csy2Ab2 and Cry3Bbt 

I 

Proteins in Insect-Protected ComMON 89034 and MON 
89034 X MON 88017 472797-01 Monsanto Company_ OWN Benefits 

Bogdanova, N .• S. Dubelman, M. Mueth, J. Mwphy and I 

A. Silvanovich {2007). Responses to EPA Questions 
Regruding Application S24·LTL to register Insect· 
Protected ComMON 89034 (MRJD 4695 1428) 471403-0t Monsanto Company OWN Misc. 

Bogdanova, N., {2007) Responses to EPA Questions 
RcgrudingApplications S24-LTL and S24-LTL to 
Register Insect-Protected Com MON 89034 and MON 
89034 x MON 88017 (MRID 46951400 and 4695 1300) 471275-0! Monsanto Company_ OWN Misc. 

Bogdanova, N .. , {2007). Supplemental Infbnuation to ._/ 

Address EPA Questions Regarding Applications S24-LTL 
am 524-L TL to Rcejster tnsect·Protected Com MON 
89034 and MON 89034 x MON 88017 (MRID 46951400 
and 4695 1300 I 470794-02 Monsanto Company OWN Misc. 

Sigoature d ---- Name and Title Date 

-~ J. Austi11 Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

EPA Fonn 8570:35 (9·97) Electronic and Paper versions available. Submit onlY Paper version. Agency Internal Use Copy 

Monsanto Company 07-CR-l92E-2 Page 33 of 175 

470 



-····· 

&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washing_ton, D.C. 20460 
Paperwork Reduction Act Notlco: The public reporting burden for this collection ofinformation is estimated to average 0.25 hours per response for reljsl ration activities and 0.25 hours per 
response for reregistration and special review activilies, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collectionoflnfotmation, including suggestions for reducing the burden to: Director, OPPE lnfotmation Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W •• Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No./File Symbol: 68467~2 I Page t5of57 
Applicant's/Reglstrant's Name & Address: 
Monsanto Cofl!pany, 800 N. Lindbef'gh Blvd., St. Louis, MO 63167 Ptoduct: Herculex® I Insect Protection 
lngtedient B.r. Cry IF protein and the genetic material necessary for production (plasmid insert PHP8999) in maize (OECD Identifier; DAS- 01507~1) 

..__, 

Guideline Reference Number Guideline Study Name MRID Number Submitter Slatus Nole 

Product Characterization Data for Bacillus thuringiensis 
var. aizawai Cry IF Insect Control Protein as expressed in 
Maize 447148-01 68467 PER 

I 
Characterization of Gene Inserts-Bacillus thuringicnsis ! 

var. aizawai Cry IF Insect eomrol Proteins Expressed in 
Maize 447148-02 68467 PER 
Equivalency of Microbial nnd Maize Expressed Cryt F 
Protein; Charncterization of Test Substances for 
Biochemical and Toxicological Studies. I 

In Vitro Digestibility of Microbial and Maize Expressed 447t48-03 68467 PER i 

tn Vitro Simulated tntcslinal Fluid Digestibility Study of 
Microbially Derived Cry IF (tr) N/A 68467 PER . 

Cry! F 13.1. var aizawai Delta-endotoxin: Acute Oral 
Toxicitv Study in Mice 446911·01 68467 PER 

Signature 

~!)~. 
Name and Title Date 

J. Austin Bums, Ph.D. December 17,2009 
Regulatory Affairs Manager 

--~- ---- - ~--- ....... ·- ···-····- -· ........ --· ---- --!-- •-- -~·1-A-- -.I tl...__ ,...-.. ...... 

Monsanto Company 07~CR~l92E~2 Page 34 of 175 
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&EPA 
Fonn App1oved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY I 
401 M Street, S.W. I Washington, D.C. 20460 

Paporwork Reduction Act Notice: The public reporting burden for this coUectlon of infonnatlon is estimated to average 0.25 hOurs per response for registration activities and 0.25 hours per 
response for reregistJation all:! special review activities, including time for reading the instructions and completing the necessary fonns. Send commenJs regarding the burden estimate or any 
other aspect of this collection ot infonnation, including suggestions for reducing the burden to: Director, OPPE lnfonnat!on Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street. S.W., Washington. DC 20460. Do not send the fonn to thts address. 

DATA MATRIX 

Date: December 17,2009 EPA Reg. No.IFi!e Symbol: 68467-2 _I Page 16 of 57 
Appllcant's/Regislrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection 
lzlgredient B.t. Cry IF protein and the Renetic material necessary forproduction (plasmid insert PHP8999) in maize (OECD Identifier. DAS· 01507-l) . ' 

'--' 

Guideline Reference Number Guideline Studv Name MRID Number Submitter Status Nole 

QuatllilaJive EUSA Analysis ofCrytF Expression levels 
in Maize MPS Inbred Lines 1360, 1365, t 366, and 1369. 

_{Irucrim Rcr.ort} 44714804 68467 PER 

EffecJivcness Data for Bacillus thuringicnsis var. 01izawai 
Cry IF lnsccJ Control Prolein as Ex11ressed in Maize 44691102 68467 PER 
Backgtound Documcnl on Resistance Managcmcnl for 
Bacillus Ihuringicnsis vnr. aizawai Cry! F lnsecJ Conlrol 
Protein as ExpJessed in MaizeCI)'tF Prolcin Under 
Simulalcd Gastric Conditions 44691103 68467 PER 

Comparison of Amino Acid Sequence Similarity of 
CrviF and PAT Prolcins to Known Allergen Prolein 44971701 68467 PER 

Microbia! B.l. CrytF (truncated) Delta-EndoJoxin; 
Maize-Inseel-PcsJ Suscejltibility Study 45020tOI 68467 PER 

Signature __t;!_ Name and Title Date 

--~--
J. Austin Bums, Ph.D. December 17, 2009 
R~g_u!at~ Affairs Man~r -. - - - ·- --~ -· ·- .. ···-· -. .. . ~ - . .. -- ·-· ...• M t-.o. ... ··-·-· -· I··- ~-
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&EPA 
Fonn Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The pubUc reporting burden for this collection of infonnaUon is eslimated to average 0.25 hours per response for registralion activities and 0.25 hours per 
response for reregistration and special review aclivilles. including time for reading the instruclions and completing the necessary fonns. Send comments regarding the burden estimate or any , 
other aspect of this colleclion ot information, including suggestions for reducing the bUJden to: Olreclor. OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, I 
401 M Street. S.W .. Washinqlon, DC 20460. Do not send the fonn to this address. 

DATA MATRIX l 

Dale: December 17, 2009 EPA Reg. No./File Symbol: 68467-2 I Page 17 of 57 I 
AppUcant'siRegistranl's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection 
lnQredient B.t. Cri IF TJrotein and the genetic material necessary for production (plasmid insert Plfl>8999) in maize (OECD Identifier: DAS- 01 S07-l) ! __,. 
Guideline Reference Number Guideline SIUdv Name MRIDNumber Submitter Stalus Note 

Charactcrizatoin of Inserted Genes in Cry IF Maize Line 
1507 45020102 68467 PER 

Characterization of Expressed CrytF Protein in Maize 
Tissues (Pollen, OHlin, Grain-Containing Feed, and 
Purified Maize-Expressed Cry IF Protein) and Microbial 
Expressed CryiF Delta Endotoxin by Biological and 
Biochemical Procedures 4$020103 68467 PER 

Quantitative EUSA Analysis of Cry IF and PAT 
Expression lewis in and Compositional Analysis of 
Maize Inbred and Hvb1id Lines 1362 nnd 1507 4$020104 68467 PER 

Phosphinothricin acetyltransferasc (PAT) protein: In 
Vitro Di~estibilitv Studv 45041501 68467 PER 

Non·targeJ Ex'jlosure and Risk Assessment for 
Environmental Disllcrsal of CrY IF Maize Pollen 45041$02 68467 PER 

Environme1t1al Fate ofCryiF Plotein incolporatcd into 
Soil 4502010$ 68467 PER 

Signature 

__d~-
Name and Title Date 
J. Austin Burns, Ph.D. December 17, 2009 
R~_!Jiatory Affllirs Manager 

--- - - - ~ --· -· ·- .. ... -. .. . - • .c.c ........ -· .. ~ 
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&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 ' 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 

I response for reregistration and special reviewactivlies.lndl.Klingtime for reading the instructions ard competing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency. 

I 401 M Street. S.W .. Washington, DC 20460. Do not send the form to this address. 
DATA MATRIX 

Date: December 17,2009 EPA Reg. No.tFile Symbol: 68467-2 I Page tS of 57 
Applicant'stRegistrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection 

lngred'1ent B.t. CrylF protein and the genetic material neccssarJ for production (plasmid insert PHP8999) in maize (OECD Identifier. DAS- 01507-I) . __,.· 
Guideline Reference Number Guideline Study Name MRID Number Submilter Status Note 

Chronic Exposure ofFolsomia Candida to Bacterially 
Expressed Cl)'_t F Protein 45020107 68467 I'ER 

B.!. Cl}'t F Delta· Endotoxin: A 48·Hour Static-Renewal 
AcutcToxicityTesl with the Cladoccran (Daphnia 
magna) Using Bacte1ially Expressed B.t. Cry IF Delta· 
Endotoxin, and Pollen from Maize Expressing B.t. Cl}'t F 
Della-Endotoxin 45020108 68467 PER 

Waiver Request: Fish Toxicity Text With Transgenic 
Maize (Com) Containing Bacillus thuringicnsis var. 
aizaqoi (B.t.) CrytF Delta-Endotoxin Delta-Endotoxin 45044201 68467 I'ER 

Field Survey of Beneficial Arthropods Associated with 
Bacillus thurin.Ricnsis Cry IF Maize 45020113 68467 PER 

-/ 

Efficacy ofCrylF EventsTCI360 and TCl507 45020114 68467 PER 

Signal"'' /, Name and Tide Date 
~-- December 17,2009 J. Austin Bums, Ph.D. 

~ ~ Regulatory Affairs Man~r 
--· - _ ..... _ - ·- --· -· ·- .... ~. .. . ~ .. ·-·· .........• _ .... ··--···· -· ... -----
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&EPA 
Fonn Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington. D.C. 20460 
Papetwork Reduction Act Notice: The public reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 

I 
response for reregistrallon and special review activities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .• Washington, DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Dale: December 17, 2009 EPA Reg. NoJFile Symbd: 68467-2 I Page t9 of 57 
Appllcant'stRegistrant's Name & Address: 
Monsanto Coltlpany, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection 
Ingredient B.t. c_ry_IF jll'otcin and the genetic material neccss<~_ry for production {plasmid insert PHP8999) in maize (OECD Identifier: DAS- 0[507-1) ..__..-

Guideline Reference Number Guideline Studv Name MRID Number Submitter Status Note 

' 
CrytF Binding Studies 4S020tl5 68467 PER . 

Evaluation of the Dietary Effcct(s)on Honeybee 
Development Using Bacterially Expressed B.t CI)'IF 
Delta-Endotoxin and Pollen (l'otn Maize Expressing B.t. 
CrytF Delta Endotoxin 45041503 68467 PER 

CrytF Bacillus Thuringicnsis var. Aizawai Delta 
Endotoxin: An Acute Toxicity Study with the Eanhwom1 
in an Anicial Soil subslratc 4S020t06 68467 PER 

Cry IF Bacillus Thuringiensis var. Aizawai Delta 
Endotoxin: A Dietary Toxicity Study with Green 
Laccwinll La1Vac 45020t09 68467 PER 

Cry t F Bacillus Thm ingiensis var. Aizawai Delta 
Endotoxin: A Dietary ToxicitY StUdy with the Ladybird 
Beetle 45020(10 68467 PER 

. .__,. 

Signa1ure 

J~ 
Name and Title Date 

J. Austin Bums, Ph.D. December l7, 2009 
Regulatory Affairs Manager --·- ___ .._ - ~- -- -· . - .. ~--. - .......... . - . ..... . .. -
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washing_ton, D.C. 20460 
PapeJWork Roductlon Act No1lce: The pubic reporting butlen for this COiection of information Is estimated to average 0.25 hours per response for registratiOn act'lvilies and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the Instructions and completing the necessary fomts. Send conments regarang the burden estimate or any 
other aspect of this colectlon of information, including suggestions for reducing the burden to: Director, OPPE lnfomtation Management Division (2137), U.S. Environmental Protect.lon Agency. 
401 M Street, S.W., WashW!glon. DC 20460. Do nol send the fomt to this adctess. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No.JFile Symbol: 68467-2 \ Page 20 of 57 i 
App•canfsJRegblrant's Name & Address: 

i Monsanto Compaf!y, 800 N. Lindbergh Blvd., St. Loui~MO 63167 Product: Herculex® ) Insect Protection 
Ingredient B. t. C.:!)'_l F protein and the genetic material neces5:11)'_ for production (plasmid insert Pffi>&999) in maize (OECD Identifier; DAS· 01 507·1) ·-----
Guideline Reference Number Guideline Study Name MRID Number Submilter Slat us Note 

Cry IF Bacillus Thuringicnsis var. Aitawai Delta 
EB!otoxi n: A Dietary Toxicity Study with Paras~ i.e 
Hymenoptera 45020t 11 68467 PER 

Supplement to MRID 4469110 l: Supplcmcnllll Data for 
Acute Oral TOxicity Study in Mice; Cry IF Bacillus 
thurin~ticnsis var. aitawai dclta·endoloxin 45020t18 68467 PER 

Charnctcriz.ation of Tnsertcd Genes in Cry IF Maize Line 
t507 450l0t02 68467 PER 

Resistance Management Plan fer Transgenic Maize 
Expressing the Cry IF lnscdicidal Protein from Bacillus 
truringicnsis var. aizawai 45020116 68467 PER 

Transgenic Com Expressing .Bacillus truringicnsis var. 
aizaw:~i (B.t.) ClytfDdta Endotoxin: A Dictnry Toxicity 
Stud_y_ wilh the Northern Bobwhite 45020112 68467 PER 

Signature 

,__(jc:;u~ 
Name and Title Date 

J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

- - ·- - . - .. ·-· - . ___ .. . - A - -·.I ..__ -· ··-- -.......... 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
PapeiWork Reduction Act Notice: The public reporting burden for this collection of informallon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistralion and special review activilies, including time for reading lhe instructions and completing the necessary forms. Send commenls regarding the burden estimate or any 
other aspect of this collection of information, Including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protecllon Agency. 
401 M street. S.W., Washinglon. DC 20460. Do not send the form to !his address. 

DATA MATRIX 

Date: December 17,2009 EPA Reg. NoJFile Symbol: 68467-2 I Page 21 of 57 
Applicanl's/Registrant's Name & Address: 

I Monsanto Company, 80() N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection 
Ingredient B.t. CtYIF l>TOiein and the 1.enetic material necessarv for ?roduct ion (j)!asm'td insert PHP8999) in maize {OECD Identifier: DAS- 01507 -I) 

.._/ 

Guideline Reference Number Guideline Sludv Name MRID Number Submilter Status Note ! 

S Upplem<nllo MRID 4471480 t. Supplemental Data -
Product Characterization Data for Bacillus thuringiensis 

I 
var. aizawai Cry IF Insect Cont!ol Protein as Expressed 
in Maize 45020117 68467 PER : 

I 

High Dose Demonstration For Cry IF Events TCl360 and 
TC 1507: European Com B01er 45131 tO! 68467 PER 

Toxicity of the Crylf Protein to Neonate Larvae of the 
Monarch Bullerfly 45131102 68467 PER 

Public Interest Document for Cry! F-Proteeted Com (Dow 
AgroSeienees} 45131103 68467 PeR 

Q uantilali ve ELISA Analysis of Cry! A(b) Expression 
Levels in and Composition of Hybrid Lines Derived ftom 
Event 176 45131104 68467 PER 

Signature 

A~-
Name and Tille Dale 
J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

-----·-· ·- .... - . .. . - . . .... . .. - . 
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&EPA 
Fonn Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden lot this collecl!on of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send commenls regarding the burden estimate or any 
other aspect of this collection of infonnation, including suggestions for reducing the burden to: Ditector, OPPE lnfonnation Management Division (2137), U.S. Et:~vironmentat Protection Agency, 
40t M Street. S.W .• Washington. DC 20460. Do not send the fonn to this address. 

I 

DATA MATRIX I 

Date: December 17, 2009 EPA Reg. NoJFile Symbol: 68467-2 l Page 22 of 57 
Appficant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., Sl. Louis, MO 63 (67 Product: Herculex® I Insect Protection 
Ingredient B.t. Cry IF protein and tile genetic material necessary for production (pJasmid insert PHP8999) in maize_{OECD Identifier. DAS- 0t 507-1) ·-· Guideline Reference Number Guideline Study_ Name MRID Number Submitter Status Note 

Thcrmolaltility of Cry IF (truncated) Delta-Endotoxin 45274&0! 68467 PER 

Compositional Analysis ofMaize MPS Hvbrid Line !507 45274802 68467 PER 

Cry t F Lateral Flow Test Kit Procedure for Analyzing 
CrytF Com Grain 4527930! 68467 PER 

Method Validation Report for the Determination ofCry!F 
Della-endotoxin Pro1ein in Com Grain by Enzymo-Linked 
tmmunosorbcnt Assav 45279302 68467 PER 

SupPlement lo MRID 45020109: Cry!F Bacittus 
Thuringicnsis Var. Aizawai Delta Endotoxin: A Dietary 
Toxicity Study with Green Lacewing Larvae 45307801 68467 PER 

~-

Signalure 

d'_~ 
Name and Title Date 

J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Mana&er 

- - -- -- . . .... - . .. . - . ... .... -· .. -- .. 
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oEPA 
Fonn Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notlco: The public reporting burden for this colleclion of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the Instructions and com~etlng the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, including suggestions fot reducing the burden to: Director, OPPE Information Management Division {2 f37). U.S. Environmental Protection Agency. 
401 M Street. S.W .. Washin!7lon. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dale: December 17, 2009 EPA Reg. NoJFile Symbol: 68467-2 I Page 23 o(57 
Appticant'stRegistrant's Name & Address: 
Monsanto Company, 800 N. Lindbel"gh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection 
lf!gredienl B.t. CrylfTJrotein and the Renetic material necessary for production {'plasmid insert PHP8999) in ~r~aize (OECD ldent"dier. DAS-01507-1} '-./ 

Guideline Reference Number Guideline Sludv Name MRID Number Submitter Status Note 

Supplement to MRJD 450201 10: CrytF Bacillus 
Thuringicnsis Var. Aizawai Delta Endotoxin: A Dietary 
Toxicity Study with the Ladybird Beetle 45307802 68467 PER 

' Supplement to MRID450201 I I. Cl}'tF Bacillus . 
Thuringiensis Var. Aizawai Della Endotoxin: A Dietary 
Toxici_ty_ StudY with Parasitic Hymenoptcta 45307803 68467 PER 

Supplement to MRID 45020t 06: Cryt F Bacillus 
Thurinsiensis Var. Aizav.-ai Delta Endotoxin: An Acute 
Toxicity Study with the Earthworm in an Artificial Soil 
Substrate 45307804 68467 I'ER 

Supplement to MRID 45041503: Evaluation of the 
Dietary Effc.ct{s) on Honeybee Development Using 
Bacterially Expressed Bt Cryt F Delta-Endotoxin and 
Pollen from Maize Express in~ Bt Cry IF Delta-Endotoxin 45307805 68467 PER 

SupPlement to MRID #45131102: Supplemental Data· 
High Dose Dc~r~onstration for CrytF Events TC 1360 and 
TCt507: Eutopenn Com Borer 4530770t 68467 PER 

Signature 

~avvz----
Name and Title Date 

J. Austin Bums, Ph.D. December 17,2009 
Re_g_ulatory Affairs Manager -- .. - - A ...c:- ~-" .--.. -· ... •-~~ ·- & ·-· . ·- ..J- . ·-· •• --~·~ -~- ----·1-1...1 ---1... !& --··· ........ -- ........... !_ It--- .... ~1 ... ·---~· t t-- ~"'--... 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paporwork Reduction Act Notice: The public reporting burden for !his colleclion of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per 

I response for rereg'1stration and special review activities, including Ume for reading the instructions and completing lhe necessary forms. Send commenls regarding lhe burden estimate or any 
other aspect of this colleclion of in/ormation, Including suggestions for reducing the burden to: Director, OPPE Informal! on Management Division (2137), U.S. Environmental Proteclion Agency, 
401 M Street. s.w .. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. NoJFile Symbol: 68467-2 I Page 24 of 57 

Applicant's/Reglstrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection 
lnaredlent B.t. Cry IF nrotein and the I!<:Oetic material necessarY for production (plasm'rd insert PHP8999) in maize (OECD Jdent"rfier: DAS- 01507-1) .. _.,..· 
Guideline Reference Number Guideline Study Name MRID Number Submilter Status Note 

Waiver Request Fish Toxicity Text to Assess the 
Potential Effects of Maize Containing Bacillus 
thuringiensis var. aixawai (Bt} Cry IF Insecticidal Crystal 
Protein (tCP) on Native Fish 45307702 68467 PER 

Supplement to MRID 4513tl 03: Supplemental Data 
Public Interest Document for Cty IF-Protected Com . 

IDow A2roScienees L.L.C.) 4530 II 01 68467 PER 
. 

Exposure and risk asessmcnt of Herculex• t Bt field corn 

• 

pollen to lhe Karner blue butterfly 45512901 68467 PER 

Nutritional equivalency ofB.t. Cry IF maize-poultry feed 45622001 68467 PER 

Field Survey of Beneficial Anhropods Associaicd with ·-Bacillus thuringiensis CrvtF Maize 45648001 68467 PER 
Signature 

r4~ 
Name and Tit(e Date 

J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

- -- . .... - . .. . - ... -

Monsanto Company 07-CR-192E-2 Page 43 of 175 
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&EPA 

Form Approved OMS No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregisl ration and special review activ~les, including time for reading the instructiOns and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of infonnation, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2 f37). U.S. Environmental Protection Agency, 
401 M Streel. S.W., Washinaton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No./File Symbol: 68467-2 
12524 of57 

Applicant's/Registrant's Name & Address: 
Mortsanto Compauy, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection 
lnqredient B.t. Cry IF protein and the ~tenetic material necessary for production (plasmid insert PHP8999) in maize (OECD Identifier: DAS- 01507-1) ·.__-

Guideline Reference Number Guideline Studv Name MRID Number Submilter status Nole 
I 

Field Surveys of Non• Target Invertebrate Populations in 
13tCorn 4565200t 68467 PER I 

Development and Characterization of Enzyme Linked- I 
tmmunoso1bcnt Assay (ELISA) for Deteclion of Cry l F 

1 Protein 4568560t 68467 PER 

I 
tndependeut Laboratory Validation of Method GRM 
02.13, DcteHninalion of CrytF delta-Endotoxin Protein in 
Com Grain by an Enzv10e Linked lmmunosoJbent Assay 45685602 68467 PER ! 

SuwJementat to MRID 45l3t102·. Toxicity of the Cry! F 
Protein to Neonate Larvae of the Monarch Butterfly 4575970t 68467 PER 

Stewardship ofHcrculex I (PIP) Label with Respect to 1hc 
Secondary Lepidopteran Pest Western Bean Cutworm 
(Riehia Atbieosta Smith} 4588550t 68467 PER 

Slgnatu .. ~ Name and Title Date 
~··· J. Austin Bums, Ph.D. December 17,2009 . ~ R~ulatory Affairs Manager -- .. - - A.. - ............ , -· ·-ap 

....... .. ..... . __ ... 
yl-'ap ... -- ~--= ... ~. ,_ .... -= _, .. -.... -
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washil!_gton, D.C. 20460 
Paperwork Reduction Act Notlco: The pubtic reporting burden for this collection of Information is estimated to average 0.25hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivilies. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .• Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17,2009 EPA Reg. No./File Symbol: 68467-2 I Page 26 of 57 
Applicanl's!Registranl's Name & Address: 

I 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection ! 

Ingredient B.t. CrylF protein and the genetic material necessary for production (plasmid insert PHP8999) in maize (OECD Identifier: DAS- 01 507-1) ......., 
Guideline Reference Number Guideline Stw:Jy Name MRIDNumber Submitter Status Note 

Slewardship ofHerculex I with respect to lhe secondary I 
lepidopteran pests lesser cornstalk borer (Eiasmopalpus 

I lignosellus, Zeller), soulhem com slalk borer (Dialraea 
crambidoides, Grote) and sugarcane borer (Diataea 
sacc!taralis, Fabricius) 46600201 68467 PER 

i 

Slide Prescnlation Summarizing European Corn Borer 
and Crv IF Resistance Monitoring Updale 46695801 68467 PER 

i 

Resea.rh Results on 2004 European Com Borer Collection 
from Hamilton County, Iowa 4iUII201 68467 PER 

SoiiAccumulaiton of Cry IF Prolein after TI11~e Years of 
Cropping with Herculcx 47120701 68467 PER 

TCI507 Maize and Fall Armyworm in Puerto Rico 47176001 68467 PER 

Signature 

~. 
Name and Title Date 

~ J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

- - .... - . .. . - . . .. -

Monsanto Company 07-CR-192E-2 Page 45 of17S 
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&EPA 
Form Approved OMB No. 2070-0060 

UNJTED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 

Paperwork Reduction Act Notice~ The public reporting burden for this colleclion of infonnalion is estimated to average 0.25 hours per response for regstration activities and 0.25 hours per 
response for reregistration and special review activ111es. inclUding time for reading I he instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Slreet. S.W .. Washinglon, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: December 17, 2009 EPA Reg. No./F~e Symbol: 524-551 _l Page 27of57 

Applicant'siReglstrant's Name & Address: Product: MON SS017 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 

Ingredient B. I. Cry3Bb1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-880t7-3). ·-...-
Guideline Reference Number Guideline Study Name MRIONumber Submitter Status Note 

I 

Sidhu, R. S. (2004). Human Health and Environtnental 

I Assessment of the Plant-lncorpomtcd Protectant Bacillus 
rhuringirmsis Cry3Bb 1 Protein Produced in MON 880 t7. Product 

885.1tOO MSL-t8835 ·46t8t7-01 Monsanto Company_ OWN Charnctcrization 

I 
Beasley, K. A., H.M. Anderson., P.B. Wimberley, D.W. 
Mittank., and R.P. Lirette. (2002). Molecular analysis of 
YieldGard'"Roaworm!Roundup ReadyeCom Event MON Product 

885.110.0 880 17. MSL-t 7609 461817-02 Monsanto Company OWN Charact<:riution 

Bhakta, N. S, A. I. Hartmann, and J. C. Jennings (2003). 
I 

Cry3Bb t and CP4 EPSPS Protein Levels in Com Tissues 
Collected from MON 880t7 Com Produced in U.S. Field l'roduct ! 

885.t100 Trials Conductcxl in 2002. MSL-t8823 4618t7-03 Monsanto Company OWN Characterization 

Duan, J. I., M. S. Paradise and C. Jiang (2003). 
Evaluation of Functional Equivalence of Two Cry38b 1 
Protein Variants Against Susceptible Coleopteran species. Product 

885.tt00 MSL-t8799 4618t7-04 Monsanto Com!>all'f_ OWN Characterization I 

Hileman, R. E. and J.D. Astwood (2001). Additional 
Characterization of !he Cry3Bbt Protein Produced in Product 

885.1 tOO MON863. MSL-17137 454240-10 Monsanto Compan_y_ OWN Characterization 

Signature 

~t?o~ 
Name and Title Date 
1. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

EPA F orln..8870..35 (9-97) Eleclronic and Paper versiOns available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Fonn Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, s.w. 

Washington, D.C. 20460 
Pap91'\vorlc Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review aclivilles, induding time for reading the instructions and completing the necessaryfonns. Send comments regarding the burden estimate or any 
other aspect of this collection of infonnation, including suggestions for reducing the burden to: Director, OPPE lnfonnation Managemenl Division {2137}, U.S. Environmenlal Protection Agency. 
401 M Street, S.W., WashlMton. OC 20460. Do not send the fonn to this address. 

DATA MATRIX 
Date: December 17,2009 EPA Reg. NoJFile Symbol: 524w55] 1 Page 28 of 57 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63 I 67 Producl: MON 88017 
Ingredient B.t. Cry3Bbl protein and the genetic ntaterial (vector ZMlR39) necessary tor its production in event MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Hileman,R. E., G. Hollcschak, L.A. Turner, R. S. 
Thoma, C. R. Btown and J.D. Astwood (2001). 
Characterization and Equivalence of the Cry3Bbt Protein 
Produced by E. colt Fermentation and MON 863. MSL- Product 

885.1100 17274 455382..()1 Monsanto ComJl<IIJ}' OWN Charactcri?.ation 

Brown, M. (2003). TrairciJekTM Ccy3Bb Lateral Flow 
Test Slrip and SeedChek'D1 Cry3Bb ELISA Performance 

Produc1 I Verification for Corn Seed, Leaf, and Composite Testing. 
MSL-I 9581, in unpublished study conducted by 

860.1340 Strategies Diagnosl ics, Inc. 463942-01 Monsanto Com!)_any_ OWN Characterizal ion 1 

Dudin, Y A., B-P. Tonnu, L. D. Albee and R. P. Lirelte I (200 1}. Amended Report for MSL-16559: B.r. 
Cry3Bbi.I109S andNPTJt Protein Levels in Sample 

Product i Tissue Collected from MON 863 Grown in I 999 Field 
885.1100 Trials. MSL-17181 454240-01 Monsanto Co1npanv OWN Characterization , 

Supplemental tnfonnation for "Evaluation of Functional 
Equivalence of Two Cry3Bbt Protein Variants Against Product 

885.1100 Susceptible Coleopteran Species" (MRID No. 461817-04} 465783-03 Monsanto Company OWN Characterization 

Thoma, R. S., G. Holleschak, R. E. Hileman and J.D. 
Astwood {2001 ). Primary Structural Protein 
Characterization ofMON 863 Cry3Bbt .I 1098 Protein 
Using N-terminal Sequencing and MALD1 Time of Flight Product 

885.1100 Mass Spectrometric Techniques. MSL-17 154 454240-t I Monsanto Compa_lly_ OWN Clmracterization 

Signature 

.~ 
Name and T1tle Date 
J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager __ .. - - - - . __ , -· ·- ········ .............. . -- ... -· -~· .... . ... _..__ -· .. -----
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&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, s.w. 

Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regis! ration activities and 0.25 hours per 
response for reregistralion and spec·ral review aclivities, Including nme for reading the instruclions and compleling the necessary forms. Send commenls regarding !he burden estimate or any 
other aspect ofthis collection of information, including suggestions for reducing the burden to: Director, OPPE lnformalion Management Division (2137), u.s. Environmental Protection Agency, 
401 M Street, S.W.. Washinqlon. DC 20460. Do not send the form to this address. 

DATA MATRIX I 

Date: December 17, 2009 EPA Reg. No./File Symbol: 524~55 l I Page 29 of 57 I 
Applicant's/Registrant's Name & Address: 

I 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 I 

I ngredieli B. t. Cry3Bb 1 protein and the genetic material {vector ZMIR39) nc cessary for il s produclion in event MON 880 17 com {OECD Unique Identifier. MON ·880 I 7 ~3) 

Guideline Reference Number Guideline Study Name MRID Number SubmiUer Status Note 

Submission of Supplemental Data (May 21, 2001) in 
I 
! 

Support oftlrc Application for Regislrotion ofMON 863: 
Com Rootwonn Protecte<l Com(Vcctor ZMIRl3L); EPA Product 

885.1!00 File Symbol 524-LEl. · N/A Monsanto Com!l!_ny_ OWN Characteriz.1tion 

Dudin, Y., B·P. Tonnu and R. P. Lirette (200 l ). 
C 1)'3Bb 1 , Cl)' lAb and NPTII Protein Levels in the Dual· 
!rail Maize Hybrid MON 863 x MON 8t0 Produced in 

,.. Argentinian Field Trials Conducted During the 1999-2000 Product 
885.1100 Growin~Season. MSL-17266 457917-02 Monsanto Company OWN Characterization 

Holleschak. G., T. C. Lee, R. E. Hileman. P. D. Pyla, and 
J.D. Astwood(2001). Amended Report for MSL-1583"5: 
Assessment of the Equivalence of B.t. Protein 11098, B.r. 
Protein l I 231 and NPTI1 Protein Expressed in Com 
events MON 853 and MON 860 to Microbial Sources. Product 

885.1100 MSL-17222 454240.04 Monsanto Comp_any OWN Characterization 

Supplemental Information for "CI)'3 Bb l and CP4 EPSPS 
Protein Levels in Com Tissues Collected from MON · 
880l7Corn Produced in U.S. Field Trials Conducted in Product 

885.1100 2002"_(MRID No. 4618!7-03) 465783-02 Monsanto Company OWN Characterization 

• Ho!lcschak, G., R. E. Hileman, and J. D. As! wood (2001 ). 
Amended Report for MSL-!6596: Assessment oflhe 
Physicochemical Equivalence of CI)'3Bbt.tt098 and 
NPTU Proteins in Com Event MDN 863 lo Microbial Product 

885.ttoo Sources. MSL-17220 454240·05 Monsanto Company OWN Characterization 

Signature 

----'~ ?/Vtfl---
Name and Title Date 
J. Austin Burns, Ph.D. December 17, 2009 
Re_&!tlatory Affairs Manager 

--· --- -- ..... --~ ·- -·-······· --- ....... . - .. . . ..... -· .. -
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is eslimated to average 0.25 hours per response for registration activilies and 0.25 hours per 
response for rereg'1stration and special review aclivitles, including lime for reading the instruclions and compleling the necessary fonns. Send comments regarding the burden esllmate or any 
other aspect ofthis colleclion of infonnallon, including suggestions for reducing the burden to: Director, OPPE lnformalion Management Division (2137), U.S. Environmental Prolection Agency, 
40 t M Street. S.W., Washinoton. oc 20460. Oo not send the form to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No./File Symbol: 524-551 J Page 30 of 57 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON88017 
Ingredient B.t. Cry3Bb1 protein and the genetic ntatcrial (vector Z!VllR39) necessary for its production in event MON 88017 com (OECO Unique Identifier: MON-8801 7*3) ' -·· 
Guideline Reference Number Guideline Study Name MRIO Number Submitler Status Note 

! 
I 

Supplemental Information for "Molecular Analysis of 

I Yicldfr.lrd"'RootwonniRoundup Ready"' Com Event Producl 
885.tt00 MON 880I7'' (MRID No. 46I817·02) 465783-01 Monsanto Comp_any OWN Characterization 

D. Kolwyck, B·P. Tonnu, Y A. Dudin, T. Ploesser and I 
K. Gustafson (200I). Validated Method for Extraction I and Direct ELISA Analysis ofCry3Bb I in Corn Grain. Product I 

860.1340 Monsanto Ref. No. 99·640E-I. 453731-01 Monsanto Company OWN Characterization 
I 

Astwood, J .. D.,R E. Hileman,M.J.McKce, T.J. Rydd, i 
J. W. Seale and L. English (200 t ). Safety Assessment of 
Cry3Bbt Variants in Com Rootworm Protected Com. Human Health 

N/A MSL-17225 454240-09 Monsanto Comvany OWN Assessment I 

Hileman, R. E., J. N. Lcllch and J.D. Astv1ood (2001). 
Assessment of the tn ~irro Digestibility of 
Cry3Bbt. t 1098(Q349R) Protein in Simulated Jntestina! Human Heallh 

885.1100 Fluid. MSL-17530 455770-02 Monsanto Company OWN Assessment 

._/ 

Hollcshak, G., R. E. Hileman and J. 0. Astwood (2001). 
Amended Report for MSL-I6597: Immunodctcctability of 
Cry3Bbt. t 1098 and Cry3Bbt. t I23 t Proteins in the Groin 
of Insect Protected Com Events MON 863 lind MON 853 Human Health 

885.1100 After Heat Treatment. MSL- 17223 454240-07 Monsanto Company OWN Assessment 

Signature r---~ Name and Title Date 
J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager --£ v- ........ -.... -- ~ .... ~ -· .A ·- ···-···· - ......... --· 

·7) p p 
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oEPA UNITED STATES ENVIRONMENTAL PROTECT( ON AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 

Form Approved OMS No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for !his collection of infonnalion Is eslimated to average 0.25 hours per response for regislralion aclivilies and 0.25 hours per 
response for rereglslration and special review activities, including lime for reading the lnstruclions and completing the necessary fonns. Send comments regarding the burden eslimate or any 
other aspecl oflhfs collection of infonnalion, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Proteclion Agency, 
401 M Street, S.W .• Washinqlon, DC 20460. Do not send the form to this address. 

DATA MATRlX 

Date: December 17,2009 EPA Reg. No.!Aie Symbol: 524-551 1 Page 31 of 57 
Applicant'stReglstrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 I Product: MON 88017 

Ingredient B.t. Cry3Bl:>lJ>J"Otein and thc:_g~netic materialjvector ZMIR39) necessaf)l for its f>l!lduction in event MON 880[7 com {OECD Unique Identifier; MON-88017·3) 

Guideline Reference Number 

885.3050 

885.1100 

885.3050 

885.1100 

885.3050 

Guideline Studv Name 

BCGhtel, C. L. (1999}. Acute Otaf Toxicity of B.r. 
Prolein 11231 in Mice. MSL-16216. 

Hileman, R. E, E. A. Rice, R. E. Goodman and J. D. 
Astwood (200 1}. Bioinformatics Evaluation of the 
Cry3Bb1 Pracin Produced in MON 863 Utilizing 
Allergen, Toxin and Public Domain Protein Databases. 
MSL-17140 

Bonnette, K. L. and P. D. Pyla (200 I}. An Acute Oral 
Toxicity Study in Mice with E. coli Produced . 
Cry3Bb 1.11098(Q349R} Protein, Amended Final Rcp:ln. 
MSL-17382 

Leach. J. N., R. E. Hileman and J.D. Astwood (2001). 
Assessment of the in virro Digestibility ofCry3Bbl 
Ptotein Purified from MON 863 nnd Cry3Bbl Protein 
Putined from E. coli. MSL-17292 

Bechtel, C. L. ( 1999). Acute Oral toxicity of B. r. Protein 
II 098 in Mice. MSL-16215 

MRID Number 

449043-05 

454240-08 

455382-02 

455382-03 

449043-06 
Signature 

JOA~ 
EPA Fo~5 (9-97) Eleclronic and Paper versions avanable. Sib mit only Paper version. 

Monsanto Company 07-CR·192E-2 

Submitter 

Monsanto Company 

Monsanto Comnanv 

Monsanto ComP<my 

Monsanto Comoanv 

Monsanto Company 

Name and Title 
J. Austin Bums, Ph.D. 
Reg_ulat01y Affairs Manager 

Slatus 

OWN 

OWN 

OWN 

OWN 

OWN 
Date 

Nole 

Human Hc<~llh 
Assessment 

HumanHcallh 
Assessment 

Human Health 
Assessment 

Human Health 
Assessment 

Human Health 
Assessment 

December 17, 2009 

Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessa!)' forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency. 
401 M Street, S.W., Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No./File Symbol: 524-SS 1 l Page 32 of 57 
Applicant's/Registranfs Name & Address: 
Monsanto Company, 600 13th Street, N.W., Suilc 660, Washington, D.C. 20005 Product: MON 88017 
Ingredient B.t. Cry3Bb 1 protein and tbe genetic material (vector ZMIR39} necessary tbr its production in event MON 88017 com iOECD Unique Identifier: MON-88017-3} ·-· Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Hileman, R. E. and J. D. Astwood ( t999). Bioinfom1atics 
Ami lysis of B.t. Prolcin tt098 and B.r. Protein t tZJt 
Sequences Utilizing Toxin and Public Domain Genetic Human Health 

885.1 tOO Databases. MSL-15870 449043·08 Monsanto Company OWN Assessment 

Hilelllan, R. E. and J.D. Astwood (1999). Bioinfonnatics 
Analysis of B.t. Protein 11098and B.t. Protein ll23t Human Health 

885.1100 Sequences Utilizing an Aller~en Database. MSL- I 5873 449043·09 Monsa111o Com(lally_ OWN Assessment I 

Lcach,J.N.,R.E. Hilcman,J. W.Martin.R.S. Thoma, l 
and J. D. Astwood (200 1}. Amended Repon for MSL-

I 15704: Assessment of the In Virro Digestibility of B.r. I protein t t098 and B.r. I t23 I Utilizing Mammalian Human Health 
885.1100 Digestive FaleModels. MSL-17166 454240-06 Monsanto Comp_any OWN Assesstnent 

I 

McKee, M. J. (200 1}. Bluegill Dicta!)' Toxicity Study for I 

the Boei/llu rhJtringiensis Cl)'3Bbl Prolcin Varian!; A Envirorunental I 
•..._./ 

885.4200 Waiver Reguest. MSL-17383 455382-00 Monsanto Company OWN Assessment 

Drotlar, K. Il and H. 0. Krueger ( 1999). Bacillus 
dlltringimsis Protein tt098 in Com Pollen: 48-Hour 

885.4240 Sialic Renewal Acute Toxicity Test with <he Cladoeeran Environmerual 
Series 72, Subdivision E {Daplrnia magna). MSL-16163 449043·18 Monsanto Company OWN Assessmcnl 

Signature 

d 
Name and Title Date 
J. Austin Bums, Ph.D .. December 17, 2009 - Regulatory Affairs Manager __ ... ,... 

,_,... ........ ;,n-

'7) ·- ..... - . .. . - '"'· -.- -. _ a. a,_- - • t 1- - - ·-
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&EPA 
Fonn Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paporwork Reduction Act Notice: The pubUc reporting burden for this coUecllon of infonnallon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including lime for reading the instructions and completing the necessary forms. Send comments regarding tile burden estimate or any 
other aspect oflllis collection of Information, including suggestions for reducing the burden to: Director. OPPE lnfonnation Management Division (2137}. U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington, DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Date: December 17,2009 EPA Reg. No.IFile Symbol: 524-551 I Page 33 of 57 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON88017 
Ingredient B.t. Cry3Bb1_protein and the genetic material (vector ZMIR39)uecessary for its production in event MON 88017 com (OECD Uni< uc Identifier: MON-88017-3) ·-· 
Guideline Reference Number Guideline Study Name MRIDNumber Submitter status Note 

Results of acute toxicity tests with Daph11ia and catfish 
did not produce any evidence of adverse effects. 
Estuarine and Marine animal studies arc waived for this Environmental 
product because of the very low to no potential fOr Assessment 

885.4280 exposure to C_l}')Bbl p_rotcin from field com. N/A Monsanto Company OWN Waived in BRAD 

Texiera, D. (2005}. Evaluation of Dietary Effects of a I 
Cry3Bb I Protein Variant onl'vfinute Pirate Bugs (Orius Enviroruucntal 

885.4340 fiJsidiosrrs). MSL-19697 464799-05 Monsanto Company OWN Assessment 

Since the active ingredient in this product is an insect 
toxin (Bt endotoxin} that has never shown any toxicity to 
aquatic or terrestrial plants, these studies have been 
waived for this product The Agency has determined Environmental 
tl.tcrc is no significant risk of gene capture and expression Assessment 

885.4300 of CJY3Bb I protein by wild or weedy relatives of com. N/A Monsanto Complllly_ OWN Waived in BRAD 

Palmer, S. J. and H. 0. Krueger (1999). Bacilllls 
rlmringiensts Protein tl23t. Dietary Toxicity Study with 
the Ladybird Beetle (Hippodomia convergcns). MSL- Environmental 

885.4340 16166 449043-14 Monsanto Company_ OWN Assessment 

_... 

Hoxtcr, K. A., S. J. Pallller nnd H. 0. Krueger (1999}. 
Boeillus rhurlngiensis Protein 11231 An Acute To~icity 
Study with Earthv,.orm in an Artificial Soil Substrate. Enviroruncntal 

850.6200 MSL-t6162 449043-16 Monsanto Company OWN Assessment 

Signature J Name and Title Date 

~~ J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs tv!anager 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
PapeiWorl< Reduction Act NoUce: The public reporting burden for this collection of informaJion is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per 
response for reregistrallon and special review activities. indudlng time for reading the instrucnons and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, Including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137}. U.S. Environmenlal Protection Agency. 
401 M Street. S.W .. Washinaton, DC 20460. Oo not send the form to this address. i 

DATA MATRIX ! 

Date: December 17,2009 EPA Reg. No.!File Symbol: 524-551 I Page 34 of 57 ! 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B. f. Cry3Bb I J>rOtein and lite genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier. MON-88017-3) ... __ , 
Guideline Reference Number Guideline stUdv Name MRID Number Submitter Slatus Nole 

Teixeira, D. {I 999). Assessment of Chronic Toxicity of 
Com Tissue Containing the Bacillus tlruringicnsis Protein Environmental 

885.4340 II 098 to Collcmbola (Folsom/a co11dida). MSL-1 5988 449043-17 Monsanto Comoanv OWN Assessment 

Pal111cr, S. J. and H. 0. Krueger (1999). Bocill11s 
rhmingierrsis Protein I 1231. A Dietary Study wilh Green Environmental 

885.4340 tacctvim1: Larvae (Chrysapu/a carne~). MSL-16 I 65 449043-12 Monsanto Comvanv OWN Assessment 

Palmer, S. J. and H. 0. Krueger (I 999). /Jacil/us 
rluwingiensis Protein I 123 I. A Dietary Study \vith the 
Parasitic Hymenoptera (Nasonlo -virripcnnis). MSL- EnvironmenJal 

885.43>10 16!67 449043-13 Monsanto Company OWN Assessment 

Dubclman, S., M. Bhatti, B. Ayden, J. Murphy, S. Levine 
and C. Jiang (2005). Environmental Fate of Cry3Bbt 
Protein in Corn Fields Planted with MON 863. MSL- Environmental 

885.5200 19285 465103-01 Monsanto Com,any OWN Assessment 

Duan, J. J., G. Head, M. McKee and T. E. Nickson 
(2001 ). Dietary Effects of Transgenic Bocil/us 
rhuringlensis (Bt) Corn Pollen ExPtessing a Variant of 

Environmental Cry3Bb I Protein on Adults of the Ladybird Beetle, 
885.4340 Coleomegil/a moc11lata. MSL- 16936 453613.01 Monsanto Comoanv OWN Assessment 

Signature 

_f. CUM--
Name and Title Date 
J. Austin Bums, Ph.D. December 17, 2009 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washing_ton, D.C. 20460 
Pape!Work Reduction Act NoUce: The pubic reporting burden for this colectioo of infonnaJlon is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistration and special review activities, inch.lcfulQ fme for reading the instructions and completl~ the necessary forms. Send comments regartlng the burden esrmate or any 
other aspect of this colectioo of information, ndUdiflQ suggestions for reducing the buftlen to: Director, OPPE Information Managemenl Division (2137), U.S. Enllirormental Prolection Agency, 
401 M Street S.W .. Washington. DC 20460. Do not send the form 1o this address. 

DATA MATRIX 

Dale: December 17, 2009 EPA Reg. No.lfile Symbol: 524-551 .l Page 35 of 57 
Applieanl's/Regislrant's Name & Address: 

I Monsanto Com_pany, 800 N. Lindbergh B lvd., St. Louis, MO 63167 Product MON 88017 

l~red1ent B.l. Cry3Bb 1 protein and the genetic tuaterial (vector ZMTR39) necessary for its product'ton in event MON 880 I 7 com (OECD Unique Identifier: MON-88017-3) I _, 
Guideline Reference Number Guideline Study Name MRIO Number Submitter Slat us Nole 

I 

Bryan, R. L., I . R. Porch and H. 0 . Krueger (2001). I 

Dietary Effects of Transgenic BT Com Pollen Expressing I 

a Variant ofCry3Bb I Protein on the Ladybird Beetle, Environmental 
885.4340 Hippadamta couvergens. MSL.-17171 453613-02 Monsanto Compa_!!Y_ OWN Assessment I 

I 

Bhani, M. A., C. L. Pilcher, M. J. McKeo, T. E. Nickson, 
G. P. Bead and C. D. Pilcher (200t ). Field Evaluation for 
the Ecological Impact of Com Rootworm tnsect-PrOicctcd Environmental 

tS4-3500 Corn on Non-Ta!gct Or.&<!_nisms. MSL-17179 455382-06 Monsanto Company OWN Assessment 

Duan, J. J., M . J. McKee and T. E. Nickson (200 I). 
Dietary Effects ofTransgenic Bacillus tlruringiensf.r {B!) 
Corn Pollen EXpressing a Variant ofCry3Bb1 Protein on 
Larvae oflhc Ladybird Beetle, Coleomegllla macnlara. Environmental 

885.4340 MSL-16907 455382-04 Monsanto Company OWN Assessment 

Sears, M. and M. Mattila (2002). Detennination of the 
Toxjcity of Com Pollen Expressing a Cry3Bbt Vari;mt 
Protein to First InS! liT Mooarth Butterfly Larvae (Dt111u.r Envirolllncnt:~l 

885.4340 ple.xipprrs} via Laboratory Bioassay. MSl..-17235 455382-05 Monsanto Company OWN Assessment 

Head, G., M. Picou, S. Sivausupramanian and T. Vaughn 
(200 I). Insecticidal Spectrum of Activity for Cry3Bb Environmcntnl 

NIA Prole in in vi!ro. CJNTO 455382-07 Monsanto Company OWN Assessment 

Signature 

J 
Name and Title Date 
J. Austin Bums, Ph.D. December 17, 2009 
Regulat~ry Affairs Manager 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRO NMENTAL PROTECTIO N AGENCY 
401 M S treet, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notico; The public reporting burden for !his collection of informali<>n is estimated to average 0.25 hours per response for reglslralion adivilles and 0.25 hoUrs per 
response for reregslration and special review activlies, lr\ch.ding tine for reading the instructions and com~dng the necessary forms. Send comments regartflng the burden estimate or any 
olher aspect of this collection of inf01111aUon, lnduding suggestions for reducing lhe burden to: Director. OPPE Information Management Division (2 f3n. U.S. Enviroomenlal Protection Agency. 
401 M Slreet. S.W .. Washington, DC 20460. Oo nol send the form to lhls address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No./File Symbol: 524-551 J Page 36 of 57 
Appticant's/Registrant's Name & Add tess: 

i Monsanto Company, 800 N. Lindbergh Blvd. St. Louis, MO 63167 Product: MON 88017 
Ingredient B.t. Cry3Bb 1 protein and Ute genetic material (yectorZM1R39} necessary for ils production in event MON 88017 com (OECD Unique Identifier. MON-88017-3) I ._, 
Guideline Reference Number Guideline Sludy Name MRIO Number SubmDter Slatus Note 

I 

Duan, J. J., M. J. McKee, G. Head and C. R. Brown 
(2()(12}. Endansered Species Impact Assessment for Environ mental 

N/A Cry1Bb I Protein in Transgenic MON 863. MSL-17614 455770-03 Monsanto Comp~ny OWN Assessment 

Head, G. (2002). Research on the Effects of'Corn 
Rootworm Protected Transgenic Com Events on 
Nonlaract Org~nisms: Prclimina.ry Results. Monsamo cnvlrOIIIJICnt.aJ 

154-2300 Reference No. 00-CR·032E-7 4S6530-03 Monsanto Company OWN AssessnJe nl 

BIJIIIti, M. A., J . D. Duan, C. L. P~cher, M. J. McKee, 
T. E. Nickson, G. P. H~d and C. Jiang (2002). 
Ecological Assessment of Nontarget Organisms in !he: 
Plots or Com Root worm Insect Pr01eaed Com Hybrid 
Containing MON 863 Even!: 2000- 200t Field Trials. Environmcnt:ll 

154-3500 Report MSL-17531 457916-0 l Monsanro Com~ OWN Assessment 

Sindc:rmaoo, A. B., J. R. Porch 11nd H. 0 . Krueger 
(2002}. Evaluation ofa Cry3Bbt Protein Variant in an ___, 
Acute Toxieily Study with the Earthworm in~ Artificial environmcrual 

850.6200 Soil Substrate. MSL-18137 457571-01 Mon~nto Comoany OWN Assessment 

G:lllagber, S. P., J. Grimes and J. B. Bcavas (t999). 
Bacfllus tlurrlngie11sts PrOle in tt23l in Com Grain: A 
Dietary Toxicity Study with the Northern Bobwhite. Environmcnt:ll 

885.4050 MSL-t6l61 449043-15 Monsanto Compa.f!Y OWN Assessment 
Signature 

J~ 
Name and Title Date 
J. Austin Bums, Ph.D .. December 17, 2009 
Regulatory Affairs Manager 
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Fonn Approved OMS No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistration and special review activmes, Including time for reading the Instructions and completing the necessary fonns. Send commenls regarding the burden estimate or any 
olher aspect of this conection of infonnation, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 
401 M street. S.W •. Washington, OC 20460. Do not send the form to this address. 

DATA MATRIX 

Oate: December 17, 2009 EPA Reg. NoJFIIe Symbol: 524-551 J Page 37of57 
Applicant's/Registrant's Name & Address: 
Monsanto Compan}', 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 I 

Ingredient B.t. Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its_p!oduction in event MON 88017 com (OECD Unique Identifier. MON-88017-3) 

Guideline Reference Number Guideline Studv Name MRIONumber Submitter Status Note 

Maggi, V L. {I 999). Evaluation of the Dietary Effe<:t{s) 
of Purified BaciJJJts thuringiemis Protein 11231 on Adult Environmental 

885.4380 Honev Bees (Auis mel/ifera L.). MSL-16169 449043·1t Monsanto Company OWN Assess men! 

Martin, J. W., M. J. McKee, S. Dubclman and Y A. 
Dud in {2000). Aerobic Soil Dcgrndntion ofthe B. r. 
Protein 11098 as o Component oftnscct Pro•ccted Com. EnvironnJculal 

885.5200 MSL-16440 451568-04 Monsan!O Company OWN Assessruc11t 

Dubclman, S., B. Ayden, M. Mucth, J. A. Warren, C. • 

Jiang, J. Bookout andY Dudin {2002). Aerobic Soil 
Degradation of the Bacillus rlmringiemls Cry3Bbt 

Environmenlal Variant Protein Produced in Com Rootworm Protected 
885.5200 MON 863. MSL-17102 457571-02 Monsanto Company OWN Assessment 

George, B. {200 1). Comparison of Broiler Performance 
When Fed Diets Containing Events MON 863, Parental Environmental 

885.4050 Line or Commercial Com. MSL-17243 4594t5-01 Monsanto Company OWN Assessment 

Moggi, V.L. (1999). Evaluation ofthe Dictnty Effects of 
Environmental Purified Bacillus tlwringiensls Protein 11231 on Honey 

885.4380 Bee Larvae. MSL-16168 449043-10 Monsanto Company OWN Assessment 

Dubclman, S., B. Ayden, J. Colyer, B. Ledesma, S. 
Levine, F. Lloyd, G. Mueller, J. Warren & C. Jiang 
{2007} Environmenlal Fate of the Cry3Bbl and Cry lAb 
Proteins in Corn Fields Planted with MON 863 x MON Environmental 

885.5200 810 for Three Consecutive Yeats MSL-20589 472829·02 Monsanto Company OWN Assessment 

Signatu.e d.~ Name and Title Date 
-

J. Austin Sums, Ph.D. December I 7, 2009 
Regulatory Affairs Manager 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activiUes, including time for reading the Instructions and compleling the necessary forms. Send comments regarding the burden estimate or any 
olher aspect of this collection of Information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2 t37), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washinglon, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. NoJF~e Symbol: 524-551 { Page 38 of 57 
Appllcant's/Registrant's Name & Address: 
Monsanto Compauy, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B. I. Cry3Bb 1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 880 17 com (OECD Unique Identifier: MON-88017-3) -/ 
Guidetine Reference Number Guideline Studv Name MRID Number Submitler Status Note : 

Duan, J .. , M. Bhatti, C. Brown, G. Head, C. Jiang, C. 
Pilcher, C. Pilcher, D. Carson & T. Nickson (2007) Two 
Year Ficld Assessment of !he Effect of Combined Trait Bt Environmental 

154-3500 Corn Mon 863 x MON 810. MSL-19696 472829-01 Monsanto Company OWN Assessment 

Duan J. J., C. Jiang, M.J. McKee, M.A. Nemeth, D. 
Ward, G. Head, S. Levine, M. Bhatti and M. Paradise 
(2004). Statistical Power Analysis of a Two-Year Field 

Environmental Study Evaluating the Ecological Effect of Corn Event 
154-3500 MON 863. MSL-19246 462627-03 Monsamo Company OWN Assessment 

Duan J. J., C. Jiang, C. Brown, M. Bhatti, M. Nemeth, T. 
Nickson and D. Ward (2004). Supplemental Statistical 

Environmental Analysis of Data from a Two-Year Field Census Study 
154-3500 with Com Event MON 863. MSL-19329 463942-02 Monsanto Company OWN Assessment 

Dubclman S., M. Bhatti and B. Ayden (2004). Interim 
Report: Assessment of the Environmental Fate of the 
Cry3Bb t Protein in Corn Fields Planted 'vith MON 863. Environmental 

885.5200 MSL-18931 462001-01 Monsanto Company OWN Assessment 

Duan J. and M. Paradise {2005). Evaluation ofDictal)' 
Effects ofCI)'3Bbt Protein on the Ground Beetle Environmental 

885.4340 Poecil!rs chalcircs (Colecoptcra:Carabidae). MSL-19631 464799-04 Monsanto Compall}'_ OWN Assessment 

Head, G. {2004). Research on the Effects of Corn 
Rootwonn Protected nansgenic Corn on Non-Target Environmental 

154-3500 On:anisms: Publications & Manuscripts. 462627-02 Monsanto Company OWN ASSCSSlliCI\1 

Signature 

J~ 
Name and Title Date 

.. 
J. Austin Bums, Ph.D .. December 17, 2009 
Regulatory Affairs Manager 
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&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 I 

Paperwork Reduction Act Notlco: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
I response for reregistration and special review activUies, Including time for readln g the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

other aspect of this coUectionofinformation, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}. U.S. Environmental Protection Agency, 
401 M street. S.W .. WashinQton, DC 20460. Do not send the form to this address. 

DATA MATRIX ' ' 

Date: December 17, 2009 EPA Reg. No./File Symbol: 524-551 I Page 39 of 57 
Appllcanl's/Registrant's Name & Address: 
Monsanto Company 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B. f. Cry3Bb 1 ?rote in and the genetic ntaterial (vector ZM1R39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-88017 -3} 

Guideline Reference Number Guideline Sludy Name MRID Number Submilter Slatus Nole 

Mammalian wildlife exposure to Cry3Bbt protein is 
considered likely; however, the Cry3Bb I toxicity data for 
Human Health Assessment imicale that there is no 
significant toxicity to rodents form testing at the Environmental 
maximum hazard dose. Therefore no hazard to Assessment 

885.4t50 mammalian wildlife is anticipa_ted. N/A Momanto Company OWN Waived in BRAD 

Li, M. H. and E. H. Robinson (1999}. Evaluation of 
Insect Protected Com Lines MON &53 and MON 859 as a Environmental 

885.4200 Feed rn~rc:dient for Catfish. MSL-t6t64 449043-19 Monsanto Comp_any_ OWN Assessment 

Duan, J. J., G. Head, M. J. McKee and D.P. Ward (2003). Environmental 
Data Waiver RJ:qucst: Toxicity of B.t Cry3Bbt Protein Assessment 

885.4340 in the Red Milkweed Beetle (Terraopes sp. ). MSI-18741 N/A Monsanto Compafly_ OWN Granted in BRAD 

Pilcher, C. D. (200t}. Efficacy ofMON 863 Against 
Com Rootworm and Comparison to Insecticide 
Treatments- Rc.SIIIts of Y car 2000 Field Trials. 

N/A Monsanto Ref. No. OO-CR-032E-3 453613·03 Mon$anto Company OWN Benefits 

Mitchell, P. D. (2002). Yield Benefit ofMON 863. 
N/A MSL-t7782 456530·02 Monsanto Company_ OWN Benefits 

Signature 

_d_~· 
Name and Title Date 
J. Austin Bums, PhD. December 17, 2009 
Regulatory Affairs Manager 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, s.w. 

Washington, D.C. 20460 
Paperwork Reduction Act Notlce: The public reporting burden for this collection of lnformalfon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistrallon and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proteclfon Agency, 
401 M Slreet. S.W .. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. NoJFIIe Symbol: 524-551 l Page 40 of 57 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B.l. Cry3Bb1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Uni(\ue Identifier: MON·880t 7-3) .__, 
Guideline Reference Number Guideline Study Name MRID Number Submllter Status Note 

Ward, D. P. (2002). Public Interest Assessment 
Supporting Registration of Bacillus tl1uringiensis 

I 
Cry3Bb I Protein and the Genetic Materia10' ector 
ZMIR 13L) Necessary for its Production in MON 863. 

NIA MSL-17766 456530-01 Monsanto Compal)y_ OWN Benefits I 

Miller, D. (2000). Public Interest Document Supporting I the Registration and Excmplion from the Requirement of 
a Tolerance for the Plant-Incorporated Prolectant, 

i Bocilltts Jl!uringicttsis Cry3Bb Prolein, and the Genetic 
Matct"1al Necessary for its Production in Com (Vectors 
ZM1RI2L, ZMffit3Land ZMUU4L). Monsanto Ref. 

NIA No. 99·781E 450297-01 Monsanto CotnpaJ\y_ OWN Benefits 

Alston, J. M., J. Hyde and M. c. Marra (2002). An Ex ! 

Ante Analysis of the Benefits from the Adoption of 
Monsanto's Com Rootwonn Resistant Varietal 

N/A T~hnology- YieldGard"' Rootwonn. MSL-17993 456923-01 Monsanto Company OWN Benefits I 

Vaughn, T. T., M. Plcau, R. KJ\utson and T. Coombe 
(2001). Comparing the EfficacyofMON 853 and MON 
863 to Three Com Rootworm Species, Northem Com 
Rootwonn (Diobralica horberi), Southern Com 
Rootworm (D. undecir!fpunctato lur.vardij, and Western 

NIA Com Rootwonn (D. virf:i/era virfdfera}. MTC RPT4 455382·08 Monsanto Company OWN Benctits 

Vaughn, T., D. Ward, J. Pershing, G. Head and J. 
McFcrson (2001). An Interim Insect Resistance 
Management Plan for MON 863: A Transgenic Com 

NIA Root worm Centro! Product. MSL- I 7556 455770-01 Monsanto Company OWN Benefits/IRM 

Signature 

r--1 
Name and Title Date 

~z.__.---- J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

-- - - . - .. ~ .-. ·- .. .. - . .. . - ..... . .. -·-···· 

Monsanto Company 07-CR-192E-2 Page 59 of175 

496 



&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of \his collection of informalion. including suggestions for reducing the burden to: Olreclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .. Washln<lton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No.IFile Symbol·. 524-551 t Page 41 of 57 
Appllcant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Producl: MON 88017 

Ingredient B.t. Cry3Bb1 protein and the genetic material (vector ZMIR39) nece$ary for its production in event MON 880I7 com {OECD Unique Identifier: MON-880l 7-3) 
...__; 

Guideline Reference Number Guideline Studv Name MRID Number Submitter Status Note I 

I 
T Vaughn (2004). Progress Report on Insect Resistance 

Monsanto Comoanv j N/A Mana~:emcnt for Com Event MON 863. 46!865-01 OWN IRM 

1 

Vaughn, T. (200I). Preliminary Results of Research on I Insect Resislancc Management fora Ttansgenie Com 
NIA Rootwom1 Control Product 453484-01 Monsanto Company OWN IRM 

' i 
! 

Head, G. and K. Reding. {2006). Com root worm tnscC1 I 

Resistance Management Research (founccn journal i 

N/A publications) 467424·01 Monsanto Comoanv OWN IRM i 

I 
Davis, P., G. Head, J. McFetson ct. al. (2000). Insect 
Resistance Management for a Transgenic Com Rootworm 

N/A Control Product 451568-05 Monsanto Comoanv OWN IRM 
I 

Vauglul, T. (2003). Estimating Cry3Bbl Resistance 
Allele Frequencies in Corn Rootwonn Larvae Feeding on 

N/A MON 863. Monsanto Ref. No. 03-CR-097£-4 459438-01 Monsanto Comoanv OWN IRM 

Signature Name and Title Date 

-~~· J. Auslin Bums, Ph.D •• December 17, 2009 
.J<egulatory Affai~ Manager_L_ 

/ . -· ~- ---~ -·· - -- -- - -· -··· -· -~ -· 
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Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the Instructions and oom~eting the necessary forms. Send comments regarding the burden estimate or any 
olher aspect of this collection of infonnation, induding suggestions for reducing the burden to: Director, OPPE lnfonnaUon Management Division (2137), U.S. Environmental Protection Agency, 
40t M Street. S.W., WashinQton. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17.2009 EPA Reg. No./File Symbol: 524-551 l Page 42 of 57 
Applicant's/Registrant's Name & Address: i 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B.t. Cry3Bb1 protein and the genetic matcri:al (vectorZMlR39) necessary for its production in event MON 88017 com (OECD Unique Identifier. MON-88017-3) 

-.._./ 

Guideline Reference Number Guideline Study_ Name MRID Number Submilter Status Note i 

T. Vaughn (2005). Second Progress Report on Insect I 
Resistance Management for Com Event MON 863. 

I 
NIA REVISED NIA Monsanto Company OWN tRM I 

Letter submitted May 23, 2003 to EPA with t2 rcsca.ch 
protocols on the biology and ecology of the corn 

N/A rootwonn pest complex. N/A Monsanto Company OWN IRM 
.. 

N/A 
Vauglln, T. (2004). 2004 Progress Report for the Corn 
Event MON 863 Resistance Monitoring Program. 462627-01 Monsanto Company OWN IRM 

Administrative Materials in Support of the Registration of 
Boci/lus rlmringiensis Cry3Bb Protein and the Genetic 
Material (Vector ZMIR t3L) Neccssacy fbr its Production 
in Com; and Amendment of the Previous Request for 
Exemption from the Requirement ofa ToiCtancc, Tolerance 

N/A PP7F4888 45t568·00 Monsanto Company_ OWN ExcmpJion 

-../ 

Pilacinski, W. P. and M. W. Taylor (t 999). 
Administrative Materials in Support of the Rcgistmtion of 
the Plant-Expressed Protcctant Bocillus rhuringiensis 
Com Rootwonn Control Protein, as Produced in the Com 
(Zeaa mays, L.),and the Amendmcm to the Previous 
Request for Exemption from the Requirement of a Tolerance 

N/A Tolerance, PP7F4888 449043·00 Monsanto Company_ OWN Excmp!ion 
Signature 

J 
Name and Title Date 
J. Austin Bums, Ph.D .. December 17, 2009 
ReguCatory Affairs Manager 

--&- - - -- .,_ --· -· ·- p .. ~ .. - . .. . -yl-'ap . gency .. . .. - py 
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Fonn Approved OMB No. 207()..0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
Washington, D.C. 20460 

Paporwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 

I 
other aspect of this collection of infonnation, Including suggestions for reducing the burden to: Director. OPPE tnfonnalion Management Division (2137), U.S. Environmental Proleclion Agency, 
401 M Street. S.W .• Washin~liOn. DC 20460. Do not send the form to this address. 

DATA MATRiX I 

Date: December 17, 2009 EPA Reg. No,/File Symbol: 524-55 I I Page 43 ofS7 i 
Applicant's/Registrant's Name & Address: 
Monsanto Contpany, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 I 

Ingredient B. I. Cry3Bb1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number GuldeUne Study Name MRID Number Submitter Slatus Note 

Petition for Exemption from the Requirement of a 
Tolerance for BacilhtS rhnringicnsis Cryt, Cry2, and Cry3 
Classes of Proteins and the Genetic Material Necessary 
for.the Production of These Proteins In or On All Raw 
Agriculturol Commodities When used as Plant-Pesticide Tolerance 

NIA ActiVe ln£redients. PP 7F4888 Monsanto Company OWN Exemil_tion 

McCoy, R. L. and A. Sivanovich (2003). Bioinfouuatics 
Analysis of the CP4 EPSPS Protein Utilizing the AD4, 

885.1100 TOXINS and ALLPEPTIDES Databases. MSLI87S2 466361-01 Monsanto Com!>any_ OWN Inert Ingredient 

McCoy, R.L. and A. Sivanovich (200S). Updated 
Bioinformatics Evaluation of the CP4 EPSPS Protein 

885.1100 Utilizing the ADS Database. MSL19894 466361-02 Monsanto Compa{ly OWN Inert Ingredient 

Monsanto Company ( 1995). Submission of Toxicology 
Data in Support of a Tolerance Petition for CP4 EPSPS as 

885.3050 a Plans Pesticide Fom1ulation Inert Ingredient. 
Transmittal of I Study, 436919-00 Monsanto Company OWN Inert lng~_edicnt 

.__., 

Hmrison, L., M. Bailey, D. Nida, M. Taylor, L. Holden· 
and S. Pad gene ( 1993). Preparation and Confim1ation of 
Doses fur an Acute Mouse Feeding Study With CP4 

885.3050 EPSPS. Lab Proj_ecl Numbers: 92·01-30·12: 92-419-7t9 436919-01 Monsanto Company OWN htert tn)!rcdient 
Signature 

~~· 
Name a11d Title Date 
J. Austin Bums, Ph.D. December 17,2009 
Regulatory Affairs Manager --· ..... 

....... _ .... ,. - .---. -·- ~ - ·- ···-··-- ·-····- -· ··-. ·- -. ..•...... :. ---··· ---- -~ - .. ___ ···- ....... -· ... -
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&EPA 
Fonn Approved OMB No. 2070.0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, s.w. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collecllon of infonnatlon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregstration and special review activities, including lime for reading Ihe instructions and com~eting lhe necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of lnfonnation, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2 t37), U.S. Environmental Proteclion Agency. 
40f M Streel. S.W., WashiMton. DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No.IFile Symbol: 524-551 _l Page 44 of 57 _j 
Applicanfs/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B.!. Cry3Bb 1 protein and the genetic material (vector ZMIR39)_ necessary for its production in event MON 880 I 7 com (OECD U niquc Identifier: MON-88017·3) . .__.. 
Guideline Reference Number Guidefine Study Name MRID Number Submitter Status Note 

Padgettc, S., G. Barry, D. Rc, D. Eichhohz, M. Weldon, 
K. Kolacz 111\d G. Kishore (1993). Purification, Cloning, 
and Characterization of a Highly Glypho:satc-Tolerant 5-
Enolpysuvylskimate-3·phosphate Synthase from 

885.1100 A~robocrerinm sp. Strain CP4. MSL-t2738 438076-01 Monsanto Com!'llnY OWN Inert Ingredient _ 

Bishop, B. (1993). Production ofCP4 EPSP in a 100 
Liter Recombinant Escherichia co{; Fermentation. MSL-

885.1100 12389 438076·02 Monsanto Company OWN Inert Ingredient 

Heeren, R., S. Padgcttc and M. Gustafson (1993). The 
Purification of Recombinant EschcriciJia coli CP4 5-
cnolypysuval-shikimate-3-phosphate synthase for 

gg5_ t too EquivaleJJCC Studies. MSL- t2574 438076-03 Monsanto Company OWN Inert Ingredient 

Monsanto Company (1995). Submission of Product 
Chemistry, Toxicclogy and Pesticide Fate in Animals 
Data in SUpport of the Exemption for the Requirement of 
a Petition for Tolerance for CP4 EPSPS. Transmittal of 4 

N!A studies. 436433-00 Monsanto Comoany OWN Inert lnwedicnt 

Harrison, L., M. Bailey, R. Leimgrubcr, C. Smith, D. 
Nida, M. Taylor, M. Gustafson, B. Heeren and S. 
Padgene (1993). Characterization of Microbially-
Expressed Protein: CP4 EPSPS. Lab Project Number: 

885.1 tOO 92/0 t/30/!4: t2901 436433..01 MonSllnto Company OWN Inert ln!!.!cdient 
Signature 

~cvvvz_---
Name and Title Date 
J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

- -- . - . .. _ .. --- . . ~· . - - .... . .. -
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i Form Approved OMB No. 2070-0060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
PapeJWork Reduction Act Notice: The public reporting burden for this collection of information Is estimated to average 0.25 hours per r~tsponse for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instruelions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M SJreet. s.w .. Washington, DC 21>460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. NoJFile Symbol: 524-551 I Page 45 of 57 
Applicant's/Registrant's Name & Address: 
Monsanto Com2_any, 800 N. Lindbergh Blvd., St. Louis, MO 63 167 Product MON 88017 
Ingredient B./. Cry3Bb1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-880t7-3) 

Guideline Reference Number Guideline Study_ Name MRIDNumber Submitter Status Note 

Lee, T., M. Bailey, C. Smilh. J. Zcng, E. Elswick and P 

I 

Sanders (1995). Assessrnent of the Equivalence ofCP4 
EPSPS Protein Produced in E.sc!JerlcMa ooli and 
European Com Borer Resistant Com. Lab Project 

885.t )00 Number: 94-01·39-10: MSL-13920 436433-02 MonsQnto Company OWN Inert lnl!;rcdient 
I 
I 

Naylor. M. (1993). Acute Oro! Toxicity S1udy ofCP4 
885.3050 EPSPS in Albino Mice. Lab Project Number: 92223 436433·03 Monsruno Company OWN Inert Ingredient 

Ream, I., M. Bailey, I. Leach and S. Padgcttc ( 1993) . 
. Assessment oft he in vitro Digestive Fate of CP4 EPSPS 

885.1100 Synthase. LabProj_cct Number: 92·01-30·15: 12949 436433-04 Monsanto Company OWN In crt lnarcd i cnt 

Revisions and Clarification to the Terms & Conditions of 
Registration for Com Event MON 863 and YieldGard.., 
Plus Corn; Progress Report on Multiple lRM·ReiQtcd 

Terms& Activities for MON 863; and Response to EPA Letter 
NIA Dated August 13.2004. Submitted 7n/2005. NIA Monsanlo Company OWN Conditio us 

__.. 

Siegfried, B. and T. Spencer(2005). Susceptb~ityof 
Neonate Rootworm Larvae to the Cl)'3 Bb I Toxin from 
Bacillus riJuringine.sis. This report satisfies the Insect Terms & 

N/A Monitoring Terms & Conditions. 467259-01 MonsQnto CompQny OWN Conditions 
s·rgnature 

~~ 
Name and Title Date 
J. Austin Burns, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

- · --- - --· ·- .. .. -. --·· . - .. - --· t "" t ··---
.. 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Nolle~: The public reporting burden for this collection of lnformaUon is estimated to average 0.25 hours per response for registration actr.ilies am 0.25 hours per 
response for reregistration and special review activities. inclUding line for reacing the inslruclioos and ex>mp~eting the necessary forms. Send commenls regarding the bl.l"den esfimate or any 
other aspect of this colection of infonnation, inclUding suggestions for reducing I he bUrden to: Director, OPPE Information Management DMsion (2137), u.s. Envi"onmental Protection Agency, 
401 M Street. S.W .. Washi"'llton, DC 20460. Do not send the form fo this ada'ess. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No.IF1Ie Symbol: 68467-5 I Page 46 of 57 · 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergll Blvd. St. Louis, MO 63167 Producl: Herculex® RW Insect Protectron 
Ingredient B. I. Cry34/35Abl Insecticidal Crystal protein and the genetic material nccessar_yfor its_l)roduction (I!_Iasmid insert PHP 17662) in com (OECD Identifier: DAS-59122-7) 

Guideline Reference Number Guideline Studv Name MRID Number Submiller Status Nota 
I 

Phosphinolhricin ncelyllransfcrasc (PAl) pro1ein: In 
Vitto Dil!eslibilitv Study 4504t501 64867 PER I 

I 

PS 14981 Binary tosocticid31 Crystal Prole in: Acute 
I Tox.icitv to the Earthworm io ao Artificial Subslratc . 45360201 68467 PER 
I 

Microbial PS149Bt Binary Delta·EodOioxin: Maize. 
Insect-Pest SU$ceolibilitv Study 45242204 68467 PER 

Comparison ofthe Amino Acid Sequence of the Bxi](U$ 
thuringiensis Strain PSI49BI t3.6 kDa and 43.8 kDa 
Insecticidal Crystal Proteins 10 Known Protei"' AllerRenS 45242205 68467 PER 

i 

PSI49Bl 14 KDA Protein: Acute Oral ToxicilyStudy in 
CD-I Mice 45242207 68467 PER 

PSI49BI 44 KDA Protein: Acute Oral Toxicity Study in 
CD·I Mice 45242208 68467 PER 

Signature 

_ic;Wv2,-- Name and Title Date 
1. Austin Bums, Ph.D. December 17, 2009 
RcJ:ulatoryAtTairs Manager __ .. - - -- - '-· ·- .. 1. 1 - . .. .. . - . . . . . .. -
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&EPA 

Fonn Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
Washington, D.C. 20460 

Paporwo rk Reduction Act Notice: The public reporting burden for this collection of informalion IS estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this coUection of tnformar1on, 'r1cluding suggestions for reducing the burden to; Director, OPPE lnfonnanon Management Division (2137), U.S. Env·lronmental Prolecflon Agency, 
401 M Street. S.W .. Washington, DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No.IFile Symbol: 68467-5 I Page 47 of 57 
Applicanfs/Registrant's Name & Address: 
Monsanto Coll1pany, 800 N. Lindberg}\ B)vd., St. Louis, MO 63167 Product: Herculex® R W Insect Protection i 

lngredienl B.!. Cry34/35Abllnsecticidal Crystal protein and the genetic material necessacy for its_ production {Qiasmid insert PHPI7662) in corn (OECD Identifier: DAS-59 122-7) 
._.. 

Guidetine Reference Number Guide tine Study Name MR!D Number Submitter Status Note 

PS 149Bt 14 KDA and 44 KDA Proteins: Acute Oral I 

Toxicity study in CD- t Mice 45242209 68467 PER 
I 

I 

PS t49B I Binary Insecticidal Crystal Protein: A Dietary 
ToxicitY Study with the Ladybird Beetle 45242210 68467 PER 

Tite Tri-Trophic Interaction Between PS t49Bt 
Transformed Maile, Com Leaf Aphid and Ladybird 
Beetle 4524221 t 68467 PER 

In Vitro Digestibility ofPSt49B I Proteins 45242212 68467 PER 

Microbial PS t49B t Binary Insecticidal Crystal Protein, 
Pollen Expressing PS 149B t Binary Insecticidal Crystal 
Protein, and Individual PS 149B I t4kDa and 44 kDa 
Insecticidal Crystal Proteins: Evaluation of Dietary 
EXj)_osurc on Honeybee Development 45340701 68467 PER 

· ..._/ 

Signature~ Name and Title Date 

-~ J. Austin Bums, Ph.D. December 17, 2009 

-· --· ------ - --- -- - - - - - Reg\llatory Affairs Manager 
EPA Foim 85~ (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden forth is coiled ion d information is estimated to average 0.25 hours per response for regisltallon aclivilies and 0.25 hOurs per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenls regarding the bun:! en estimale or any 
olher aspect of this collection ofintormation, including suggestions for reducing the burden to: Director, OPPE lnformalion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington, DC 20460. Do not send the lorm to this address. 

DATA MATRIX 

Dale: December 17,2009 EPA Reg. No./FIIe Symbol: 68467-5 I Page 48 of 57 
AppllcanfsiRegistranfs Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
lnoredient B.r. Cry34/35Abl Insecticidal Crystal protein and the genetic material necessary for its production (Plasmid insert PHPI7662) in com (OECD Identifier: DAS-59122·7) 

-..__.. 

Guide6ne Reference Number Guideline Sludv Name MRIDNumber Submitter Status Note 

Thamolabilitv ofPSI49B 1 Binary Della-endotoxin 45358401 68467 PER 

Heat Lnbility of Individual Proteins of the PS 149Bl 
Binary ICP 45584501 68467 PER 

In Vitro Simulated Gastric Fluid Digestibility Study of 
Microbially Derived Crv34Abl Protein 45584502 68467 PER 

Assessment of Chronic Toxicity of Diet Containing 
Bacillus thutingicnsis PS 1498 I Insecticidal Crystal 
Prole in to Collcmbola (Folsomia cnndida) 45790406 68467 PER 

Charnctcri'llltion ofCry34Abl and Cry35Ab l from 

I 
Recombinant Pseudomonas Fluorescence and Transgenic 
Maize 45790401 68467 PER 

--
Signal'"'~~- Name and Title Date 

I J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street. S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public teporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and compleUng the necessary forms. Send comments regarding the butden estimate or any 
other aspect of this collection of Information, including suggestions (or reducing the burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No.IFile Symbol: 68467-5 I Page 49 ofS7 I 
Applicant'sJRegistrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.t. <:;ry34/35Abl Insecticidal Crystai_'Motein and the_genetic material neceSSllfY for its production (pJasmid insert PHP17662) in corn (OECD Identifier. DAS-59122"1} ..__, 
Guideline Reference Number Guideline Stu_dy_Name MRID Number Submitter Status Note 

PS t49B I Binary Insecticidal Crystal Protein: An 8·Day 
Dietary Study with the Rainbow Trout, Oncorhynchus 
nwkiss, Walbaum 4$790403 68467 PER 

PS149B I Binary Insecticidal Crystal Protein: An Acute 
Toxicity Study with the Daphnid, Dap!lnia ~nagna Straus 4$790404 68467 PER 

PS 14981 Binary Insecticidal Crystal Protein: Dietary 
Toxicity to Parasitic H\~ucnoptera (Nasonia vitripennis} 4$79040$ 68467 PER 

PSI 498 I Insecticidal Crystal Protein: Dietary Toxicity to 
Green Lacewing Larvae (Citrvsopcrta camca) 45790407 68467 PER 

SDS·PAGE Sensitivity Analysis for Cry3SAbt in Support 
of the Simulated G<lStric Fluid Digestion Study 
MRID/14$242212 4$790408 68467 PER 

Signa'""' J Name and Title Date 

-~··· J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 
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oEPA 
Form Approved OMB No. 2070.0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washi'!_gton, D.C. 20460 
Paperwork Reduction Act Nottco: The public reporting busden for thLs collection of infonna1ion is estimated 10 average 0.25 hoUJs per 1esponse for registration activities and 0.25 hours per 
response fo1 reregistration and special review activities, including time for reading the Instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of infonna11on, including suggestions for reducing the burden to: Director. OPPE lnfonnalion Management Di~sion (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington. DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No.IFile Symbol: 68467·5 I Page so of 57 I 
AppUcant'siRegistrant's Name & Address: 

I Monsanto Company, 800 N. Lindberglt Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.t. Cry34/35Abllnsecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in corn (OECD Identifier: DAS-59122·7) 

Guideffne Reference Number Guideline Study Name MRID Number Submitter Status Note 

Trail Durability and Experimental Usc of Transgenic I 
Maize E).1>rcssing lhc rnsecticidal Crystalline Proteins I Cry34Abl and Cry)5Abl 45790409 68467 PER 

Degrad:~tion ofMierobial Binnry PS149B I Delta-
' Endotoxin in a RepJcsentative Soil from lhc Mid-Western 

USA Maize_-GJowing Re~:ion 452422t4 68467 PER 

Chnraetcri~tion of DNA Inserted into Transgenic Com 
Events E4497.42. 1.34, E4497.45.2. t6, E4497.S9.1. tO, 
E4497.66.1.27. E4497.71.1.29 and E4497.71.1.33 45790402 68467 PER 

Field Effic:~ey ofCry34Abi{Cry3SAbl Maize Events 
J!g:~ins1 Com Root worms 45790410 68467 PER 

Summ:~ry of Heat Lability Studies wilh 
•_./ 

Cry34Abi/Cry35Abt 4580860t 68467 PER 

Signatu=-« Name and Title Date 

.. ~ J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

--· -- - -- ~- - -· ...... -. .. . - . .. . .. -

Monsanto Company 07-CR-1928-2 Page 69 ofl75 

506 



&EPA 
Fonn Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paporwork Reduction Act Notice: The public reporting burden for !his collection of infonnalion is estimated to average 0.25 hours per response for registration actMlies and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this correction of Information, including suggestions for reducing the burden to: Director, OPPE lnlonnation Management Division {2137), U.S. Environmenlal Protection Agency. 
40 f M Slreet S.W .. Washinalon, DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No.lFile Symbol: 68467-5 l Page 51 of 57 
Applicant's/Registranl's Name & Address: 
Monsanto CompaJ!y, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product Herculex® RW Insect Protection 
Ingredient B.t. Cry34/35Abl Insecticidal Cryslal protein and the genetic material necessary for its production (plasmid insert PHP t7662) in corn (OECD Identifier: DAS-59122-7) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Slide Presentation Summarizing Cry34Ab11Cry35Ab1 
Heat Inactivation Studies. 45860201 68467 PER j 

Independent Laboratory Validation Pioneer Hi-Bred I 
International, Inc. ELISA Method for the Quantilification 
ofCry34Ab1Protein from Trans~tenic Plnnts 4612390t 68467 PER I 

Independent Laboratory Validation of Dow AgroSciences 
Method GRM 03.13, "Determination of CryJSAb 1 

I Insecticidal Crystnl Protein in Maize Tissue by enzimc 
Linked linmunosorbcnt Assy" 46123902 68467 PER 

I 

Crv34/35 Protein Distribution and Familiarity 46123903 68467 PER 

Agronomic Characteristics, Quantitative ELtSA and ' 
Nutrient Composition Analysis of Hybrid Maize Lines 
Containing Cry34Abl, Cry35Ab1 and PAT Genes: Chile 

PER Locations 46123904 68467 

.._/ 

Signa'"'",/. Name and Title Date . 

- a;1/l----· 1. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

- _,_ ~ - ~- --· -· ·- u •..• -. .. . - A - -•• t .., ___ -.1 II - ,..._..,. __ 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information Is estimated to average 0.25 hours per response for reglstralion activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington, DC 20460. Do not send the form to this address. 

I 

I 
DATA MATRIX 

Date: December 17, 2009 EPA Reg. No.JFile Symbol: 68467-5 I Page 52 of 57 
1 

Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insec/ Proteclion 
Ingredient B.t. Cry34/35Abl Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHPI7662) in com (OECD Identifier: DAS-59122-7) 

·~/ 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Biological equivalency of Cry34/35Abt insecticidal 
crystal protein in transgenic plants and derived from 
trnn~gcnic Pseudomonas florcscens 46123905 68467 PER 

Chamclcri:;:ationofCry34Abl and Cry35Abl Proleins 
Derived from Trnnsgenic Mai:re even! E4497.59. 1.22 
{DAS-59122· 7) 46123906 68467 PER 

Characterization of Phosophinothricin Acelyltransferase 
(PAT) Derived from Transgenic Maize Event 
E4497.59.1.22 46t23907 68467 PER 

Characterization of DNA Inserted into Transgenic Com 
Events DAS45216-6 and DAS-59122-7 46123908 68467 PER 

Detailed characteri;:ation of DNA inserted into transgenic 
corn everts DAS-45216-6 and DAS-59t22-7 46123909 68467 PER 

Signature 

~~ 
Name and Title Date 

J. Austin Bums, Ph.D. December 17,2009 
R<:RUlatory Affairs Manager 

- -------~ ·- •• L. ~ -. -·· . .. ,. ________ , ... _______ ,,, ____ .. 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paporwork Reduction Act Notice: The public reporting burden for this collection of lnfbrmation is estimated to average 0.25 hours per response for registration activities and 025 hOtKs per 
response for reregiStration and special review acUvlies, Including time for reading the instructions and completing the necessary fonns. Send oommeris regarding the bt.Kden estimate or any 
other aspect of this collection of information, lncl.Jdlrg suggestions tot reducing the-burden to: Director, OPPE lnforrnalion Management Division (2 f37), u.s. Environmental Protection Agency. 
401 M Street. S.W .. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No./Fite Symbol: 68467-5 I Page 53 of 57 
Applicant's/Registranl's Name & Address: 
Monsanto Company, SOON. Lindbergh B lvd., St. Louis, MO 63167 Product: Herculex® R W Insect Protection 
Ingredient B.t. Cry34/35Abllnscclicidal Crystal_j)_rotein and the genetic material neccs~ for its__I!roduction (p}asmid insert PHP17662) in corn (OECD Identifier: DAS-591 22-7) .__/ 

Guideline Reference Number GuldeUne Study Name MRlD Number Submitter Status Note 

Evaluation of microbe derived ery34Ab I and Cry35Ab l 
proteins for protein ~nlhcsis inhibitation activity 46123910 68467 PER I 

I 

Nlllrilional Equivalency Study of Maize Containing 
CI'Y34Ab l and Crv35AB l. Poultrv Feeding Study 46123911 68467 PER 

Tile effect of Cry34Abt/Cry35Ab I proteins on the 
development and n~ortality of the Ladybird beetle 
Colcmegilla m3tulata DeGcer 46123912 68467 PER 

Non-tor get Invertebrate Ecological Risk Assessment for 
Field Com Expn:ssins Cry34Ab I and cry35Ab I 
lns«ticid31 Crvstlll Proteins ;n Event DAS-591227 46123913 68467 PER 

I 

Evaluation oft he impact of com rootwonn control - · 
strategies on non·tarw:t orthr~ods 461239 14 68467 PER 

Signotwe r-1 Name and Title Date . 
J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Man3ger 

- -- ·- - . - .. . . - . .. . - .. . .. -
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&EPA 
Form Approved OMB No. 2070.()()60 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Roductlon Act Notrce: The pubWc reporting burden for this collection or in/ormation Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 

I 
response for reregistration and special review activities, including time for reading I he Instructions and completing the necessary Iorms. Send comments regarding the burden estimate or any 
other aspect of this collection ofln/ormation. Including suggestions for reducing the burden to·. Director, OPPE In/ormation Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .. Washington. DC 20460. Do not send the tonn to this address. 

DATA MATRIX I 

Date: December 17, 2009 EPA Reg. NoJFile Symbol: 68467 ·5 I Page 54 of 51 

1 

Applieant'stRegistrant's Name & Address: 
Monsanto Company, 800 N. L indberglt Blvd., St. Louis,MO 63167 Product: Herculex® RW Insect Protection 
~nt B.t. CryJ4135Ab I Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP 17662) in com {OECD Identifier: DAS-59122· 7) -./ 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

investigations into Dose ofCry34Abl!Cry35Abl 
Rootworm-Rcsistant Maize Event DAS-591 22-7 Against 
Western and northern Com Roatworrns in Suppalt of 
Trait DurabilitvPians 46123915 68467 PER 

Effect on Western Com Rootworm Adults of Feeding an 
Cry34/35Abl-Com Rootworm Protected Com Tissue and 
tm!llications for Product Durability 461239t6 68467 PER 

Evaluation of endange~edlllueatcned i11Scct species 
relative to the usc ofCry34Ab/Cry35Abt com rOOtworm-
1esistant maize hybirds 461239t7 68467 PER 

Trait Dumbility Plan fOJ Cry3413S-Com ROO(worm 
Protcc.ted corn Event DAS-59tll-7 Following 
Commercialization 46123918 68467 PER 

Simulations of Corn Rootworm Adaplatian to Cry34135· 
Com Rootworm Protected Cam in Support ofTrait 
Ou111bilitv Plans for Event DAS-59122-7 46t239t9 68467 PER 

Signatu'",-1 Name and Title Date 

-~· J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager 

----- ·- .... ,._ ..... --~ -· ·- p ' "II - ··· ... ~ -. .... - ·- -y 
._ A ~·- -·-· - " .. __ -• tl -- - •• 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reportil1g burden for this collection of lnfoJmatlon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary fo~ms. Send comments regarding the burden estimate or any 
other aspect of this collection of information. including suggestions for reducing the burden to: Director. OPPE lnfOJmation Management Divis·JOn (2t37), U.S. EnVironmental Proteclion Agency, 
401 M street, s.w .. w ashington, DC 20460. Do not send the fom1 to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No.JFile Symbol: 66467-5 l Page 55 ofS7 

Applicant's/Reglstranl's Name & .Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 ProdUd: Herculex® RW Insect Prolectron 
Ingredient B.t. Cry34/35Abl Insecticidal Crystal protein and thc_genetic material necessat}' for its production {p_lasmid insert PHP 17662) in com {OECD Identifier: DAS-59122-7) -..../ 

Guideline Reference Number GoldeUne StudY Name MRID Number Submitter Status Note 

Digestion of Allergenic and Non-Allergenic Proteins ·rn 
Simulated Gastric Fluid 46123920 68467 PER 

Public tntcrest Document for Cry34/3SAbl Corn 
Rootworm-Protectcd Corn 46123921 68467 PER 

Evaluation of the Sequence Similarities ofthe Cry34Ab I , 
ery35Abl, and PAT Ploteins to the Public Protein 
Sequence Dalasets 46584701 68467 I'ER 

OECD. t9. Consensus document of general infOrmation ' 
concerning the genes and their enzymes that confer 
tolerance to phosphinothricin habicide. 
ENV/JMJMON0{99}13. 26p. 68467 PL 

Safety evaluation of the phosphinolhricin 
acctyllronsfuasc proteins encoded by the pat and bar ___.· 
sequences that confer tolerance to glufbsinatc-ammonium 
herbicide in transgenic plants. Regulatory Toxicology & 
Pharmacology41-(200$) 134-149. G8467 PL 

Sig"'t"'e rf!_ Name and Title Date I 

--~- J. Austin Bums, Ph.D. December 17, 2009 
I Regulatory Affairs Manager 

- -~ -- ~ . .. .__. _ -. _ .. . ~ -!- /\----·~ ·-·-.. --1 ,, __ "- \# 
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&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVlRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
PapelWork Roductlon Act Notice: The public reporting burden for this collection of lnformallon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this coUection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2 f37), U.s. Environmental Protection Agency. 
401 M Street, s.w .. Washinaton. DC 20460. Do not send the form to this address. 

DATA MATRlX 

Date: December 17,2009 EPA Reg. NoJFUe Symbol: 68467~5 I PageS6ofS7 
Applicanl's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protectfon 
Ingredient D.t. Cry34/35Abl Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in com (OECD Identifier: DAS-59122~7) ......_-· 

Guideline Reference Number Guideline Studv Name MRID Number Submitter Status Note 

Product Characterization Data for Bacillus tburingicnsis 
Cry34Abt and Cry3SAbl Proteins Expressed in 
Transgeni e Maize Plants (PHP I 7662) 4579060! 68467 PER 

Qu~ntitativc ELISA Analysis of Ccy34Ab I and 

I Cry3SAbt Proteins Expressed in Maize Plants 
Transformed with the Vector PHPt7662 45833201 68467 PER 
Addendum to MRID 1145790601. Producl I Characterization Data for Bacillus tburingiensis 
Cry34Abt and Cry3SAbt Proteins Expressed in I Transe.enic Maize Plants (PHPI7662) 4603000! 68467 PER I 

P1obc MOA Studies to Assess Potential for Protein I 

Synthesis Inhibition by Bacillus thuringiensis PS t49BJ 
cry34Abllcry35Abl Proteins in a Rabbit Reticulocyte 
Assav: Re-examin~tion ofl...a.b Notebook Data 4594280! 68467 PER ! 

Digestion efficiency of allergens and non-allergens in I 
simulated l!astric fluid 4638860! 68467 PER 

Signature ~ Name and Title Date 

-~ I. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager -- .. - --- ..... .- .. _ --· -· ·- ··-· •... - ......... . - -

____ :_- . "------ ....... _- -·· 
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&EPA 
Foon Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of lnformalion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response tor reregistralion and special review activities, including time for reading the instructions and completing the necessary foons. Send comments regarding the burden estimate or any 
other aspect ot this collection of informatiOn. induding suggestions fct reducing the burden to: Director, OPPE lnfoonation Managerrenl Division (2137}. U.S. Environmental Protection Agency, 
401 M Street, S.W .. washington. DC 20460. Do not send the foon to this address. 

DATA MATRIX 

Date: December 17, 2009 EPA Reg. No./File Symbol: 68467-5 l Page 57 of 57 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd •• St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.t. C_ry34/35Abllnsecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in corn {OECD Identifier: DAS-59t22-7) --
Guideline Reference Number Guideline Study Name MRID Number Submitter status Note 

Evaluation of the Sequence Similarities of the Cry34Abl, 
Czy35Abl, and PAT Proteins to the Public Plotcin 
Sequence Dalilsets 4658470t 68467 PER 

Investigation of Potential Interaction between Cry! F and 
the Binary Cry34Ab I/Cry35Ab l Proteins 46343806 68467 PER 

I 
i 
I 
I 

I 
Sig,..ture J Name and Title Date 

-~·· J. Austin Bums, Ph.D. December 17, 2009 
Regulatory Affairs Manager -- .. - ... ____ ...., ~- .... _ ......... _. ·-·· 

•- -···· __ s --- --· . ··----·- - -- ----~·-'---•~- -- ... -··- . --- --·- __ :_ A..._ ___ .• l-.6. ... -- Ill.- .... ,..._ .... 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton. D.C. 20460 

........ ; 

Paperwork Reduction Act Notice: The public reporting burden for this collecllon ci information ls estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activilies,lnduding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
olher asPect ofthis collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

D.C. 20460 
Pap~rwork Reduction Act Notice: The public reporting burden for this coDection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137). u.s. Environmental Protection Agency. 
401 M Street S.W •. Washtm~ton. DC 20460. Do not 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Form Approved 

Paperwork Reduction Act Notice: The public reporting burden for this coUecllon of Information is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per 
response for reregistration and spec'tal review acllvities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other asnect ofthis collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton. D.C. 20460 

·~-"' 

Paporwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response1or reregistration and spectal review activities. including time for reading the instrucUons and completing the necessary forms. Send comments regarding lhe burden esfimate or any 
other asoect o11his collection of Information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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Fonn Approved 

&EPA UNITED STATES ENVIRONMENTAL PROTECT,ON AGENCY 
401 M Street, S.W. 

D.C. 
Paperwork Reduction Act Notice: The public reporting burden for this correction of information is estimated to average 0.25 hours per response for registration activities and 0.25 houts per 
response for reregistration and special review activities, inc~ding time for reading the instruclions and completing the necessary fonns. Send comments reg<tding the burden estimate or any 
other aspect of this collection of information, including suggesllons for reducing the burden ro: Direclor, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington. DC 20460. Do not send the fonn to this address. 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregisttation and special review activities, including time for reading the instructions and competing the necessary forms. Send comments regarding the burden estimate or any 
other asoect of this collection of inlormation, Including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency. 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton. D.C. 20460 
Papenvork Reduction Act Notice: The pubtic reporting burden for this collection of information is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, inclu:ling time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street. S.W .• Washinaton. DC 20460. Do not send the form 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton. D.C. 
Paperwork Roductlon Act Notice: The pubUc reporting burden for this collection of information is estimated to average 0.25 hours per response for registration actillities and 0.25 hours per 
response for rereg·,srration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Dillision (2137). U.S. Environmental Protection Agency. 
401 M Street. S.W .. Washinoton. DC 20460. Do not 
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D.C. 20460 
Paporwork Reduction Act Notice: The public reporting burden for this collection of infomlation Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of information, Including suggestions for reducing the burden to: Director. OPPE tnfonnalion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington, DC 20460. Do not send the fonn to this address. 
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response for reregistration and special review activities, including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this conection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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UNITED STATES ENVJRONMENT AL PROTECTION AGENCY 
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Washimrton. D.C. 20460 

Form Approved 

Pap~twork Reduction Act Notlco: The public reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregislralion and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Form Approved 

D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for Ulis collection of lnfonnation is estimated to average 0.25 hours per response for reglslralion activilies and 0.25 hours per 
response for reregistration and special review aclivilles. including time for reading the instructions and compleling the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of lnfonnation, including suggeslions for reducing the· burden to: Direclor. OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 
401 M street. S.W •• Washi~on, DC 20460. Do not send lhe fonn to this address. 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

D.C. 20460 
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other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2 t37), U.S. Environmental Protection Agency, 

Do not send the form to this address. 
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401 M Street. S.W .. Washington, DC 20460. Do not send the form to this address. 

- -- - -- -

EPA Reg. No./Fite 17 of 57 

PER 

PER 

Date 
December 17, 2009 

Monsanto Company 07-CR-192E-2 Page 93 of 175 

530 

'-..._./ 



&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton. D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collecJion of information is estimated to average 0.25 hours per response for registration acti\nlies and 0.25 hours per 
response for reregistration and special review activities. inCluding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other asoect ofthis collection of information. inclUding suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 

DC 20460. Do not send the form to this 

18 of 57 

PER 

PER 

PER 

PER 
Date 
December 17, 2009 

versions version. Copy 

Monsanto Company 07-CR-192E-2 Page 94 of 175 

531 

..__. 



...... ~· 

&EPA 
Fonn Approved 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, s.w. 

D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for lhls collection of lnfonnation is estimated to average 0.25 hours per response for registration acti\lfties and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of information,lncluding suggestions for reducing the bll"den to: Director, OPPE lnfonnation Management Division (2137). U.S. Environmental Protection Agency, 
401 M Street. s.w .. Washington, DC 20460. Do not send the fonn to this address. 
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response for reregistration and special review activities, incb.lding time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other asoect of this collection ofinfonnalion. including suggestions for reducing the burden to: Director. OPPE lnfonnation Management Division (2t37), U.S. Environmental Protection Agency, 
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response for reregstration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection ot information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .• Washington. DC 20460. Do not send the form to this address. 
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Papel\vork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and compte!ing the necessary forms. Send comments regarding the burden estimate or any 
other asoect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 

S.W .. Washinaton. DC 20460. Do not send the fonn to this address. 
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401 M Street. S.W •. Washinaton. DC 20460. Do not · 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 
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other aspect of lhls collection of infonnatlon, including suggestions for reducing the burden to: Director. OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washinoton. DC 20460. Do not 
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Paporwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect ofthis collection of infonnalion, including suggestions for reducing the burden to: Director, OPPE lnfonnatlon Management Division {2137), U.S. Environmental Protection Agency. 
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401 M Street. S.W .. Washinaton. DC 20460. Do not send the form to this 
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response tor reregistration and special review aclivilies, including lime for readi~ the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this colleclion of Information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 
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Paperwork Reduction Act Notice: The public reporting burden for this coneclion of information is estimated to average 0.25 hOurs per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE Information Managemenl Division {2137}. U.S. Environmental Protection Agency, 
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response for reregistration and special review activities. including lime for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE lnfonnalion Management Oivision (2 t37), U.S. Environmental Protection Agency. 
401 M Street. S.W .. Washington. DC 20460. Do not send the fonn to this address. 
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response for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this coHeclion of infonnalion, including suggestions for reducing lhe burden to: Director. OPPE lnfonnalion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W •• Washington, DC 20460. Do not send the fonn to this address. _ _ _ _ _ _ _ _ __ 
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Paperwork Roductlon Act Notice: The pubtic reporting burden for this collection of information is esUmated to average 0.25 hours per response for registration activities and 0.25 hours per 
response fur reregistration and special review activities. including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE lnfonnalion Management Division (2137), U.S. Environmental Protection Agency, 
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Papcrwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms . Send comments regarding the burden estimate or any 
other asoect of this collection of infonnation. including suggestions for reducing the burden to: Director. OPPE lnfonnalion Management Oivision (2137), U.S. Environmental Protection Agency. 
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SECTION II 

SUMMARY OF THE APPLICATION 

Monsanto Company and Dow AgroSciences (Dow) have used conventional breeding 
techniques to develop the combined trait corn product MON 89034 x TC1507 x 

MON 88017 x DAS-59122-7 (SmartStax). This combined trait corn product is comprised 
of six PIPs encoded by four independent events that have each undergone safety 
assessments by EPA. Each of these four events as well as the SmartStax combined trait 
product has a separate Section 3 registration with the EPA Permanent tolerance 
exemptions are in place for each of the six PIP and two inert marker proteins present in the 
combined trait product, SmartStax. EPA completed the safety and environmental 
assessment by ofSmartStax leading to the Section 3 registrations, 524-581 and 68467-7, in 
July, 2009. 

Currently, the majority of U.S. corn production utilizing PIP-containing corn requires a 
20% non-insect protected (referred to as non-PIP or non-Bt) discrete structured refuge for 
insect-protected Bt corn. The majority of these products produce a single Bt toxin mode of 
action (insect control). The strategy to use two or more effective doses with differing 
modes of action (so-called pyramiding) as an effective way to combat resistance 
development is supported by academics and regulators as the most effective strategy to 
foster the durability of insect-protected biotech crops. SmartStax produces three Bacillus 
thuringiensls (Bt) protein toxins each with independent modes of action against 
lepidopteran corn pests, and two Bt protein toxins with independent modes of insect 
control against com rootworms. Each insecticidal mode of action provides an effective 
dose against these pests. Thus, SmartStax represented a step-change in insect control and 
insect resistance management (IRM) for com pests, providing multiple effective modes of 
action for the control of both above-ground lepidopteran pests and the below-ground corn 
rootworm (CRW) complex, enabling a significant reduction in the required refuge area 
(5%) in the U.S. Com Belt compared with single toxin products (20%). 

The IR.:tvl conditions of registration for SmartStax under registrations 524-581 and 68467-7 
require growers in the U.S. Com Belt (non-cotton growing areas) to plant 5% oftl~eir corn 
acres with a non-Bt common insect refuge for every 95% of their acres of SmartStax. The 
non-Bt 'common' refuge supports the production of non-resistant adult insects for both the . . 
lepidopteran and com rootworm pests to mate with the respective surviving insects 
emerging from SmartStax plants, and thus serves as a refuge for both lepidopteran and 
com rootworm pests. This non-Bt refuge corn can be placed as a discrete area, either as in
field strips, perimeter rows, adjacent block, or as a separate block within 112 mile from the 
SmartStax field. The specific refuge requirements are defined according to the prevailing 
pests in a given region, and whether plantings occur in major cotton growing regions. 

Extensive laboratory and field studies, and conservative mathematical modeling, showed 
that even with the 5% structured refuge, 'the rate of resistance evolution should be at least 
three times slower for SmartStax than existing single toxin products utilized with a 20% 
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refuge. Given the significant improvements in insect control efficacy and spectrum, 
reduction in refuge, overall improvements in yields and potential for elimination of soil
applied pesticides, SmartStax corn has the potential to produce sizable pecuniary and non~ 
pecuniary benefits for fanners and the environment. The multiple effective dose strategy is 
a central component of the durable IRM refuge strategy for SmartStax, using a 5% refuge 
in any field configuration. 

Although the SmartStax registration provided data and modeling information to support 
deployment of various 5% discrete structured refuge option in the Corn Belt, Monsanto 
and Dow have investigated alternative refuge designs over many years. This includes an 
interspersed refuge approach (commonly referred to as a 'seed mix', or 'refuge in a bag'), 
in which a fixed amount of non-Bt seed would be included within each bag of SmartS tax 
seed com to create a interspersed distribution of non-Bt refuge plants among the SmartS tax 
corn plants across a field. Seed mixes of Bt and non-Bt seed have been recognized as a 
possible insect resistance management (IRM) strategy for Bt crops for almost two decades 
because of the value of having an IRM strategy implemented by the technology provider 
rather than growers. This removes the issue of grower compliance with the IRlvl strategy 
and ensures that a refuge will be present within every Bt crop field. Benefits of an 
interspersed refuge via seed mixes from an lRM perspective include: 

o Consistent percentage ofnon~Bt plants in every Bt field 
o An interspersed in-field distribution of non~Bt plants will be particularly 

beneficial for very large fields 
o Reduced probability of mating between Bt-resistant adults 
o Appropriate choice of refuge hybrid ensured 
o Identi9,al management of Bt and refuge pl~ts 
• No additional insecticide use on refuge plants 
• Higher adoption of pyramided varieties, increasing the durability of all 

Bt traits 

A major hindrance to enabling the development and deployment of an interspersed refuge 
structure in the past has been the minimum 20% refuge size necessary to ensure durability 
(time to resistance development) of single dose products. In-field refuges above 5% 
caused unacceptable total field yield losses in an interspersed in-field refuge structure. 
With the development of SmartStax com containing n:vo- and three- effective insecti~ide 
modes of action against targeted pests, the substantial increase in durability supported a 
reduction in the refuge from 20% to 5%. The durability of SmartStax with a 5% refuge for 
both above~ground and below-ground pests also strongly supports a 5% interspersed in~ 
field refuge structure, as delivered by planting a seed mix refuge. 

The central need for an interspersed refuge- as with any refuge strategy, is that it supports 
sufficient populations of susceptible target insects while enabling mixing of these insects 
with any resistant insects surviving in Bt com fields. Compared with a block refuge, the 
novel characteristic of a seed mix is the interspersed nature ofBt and non-Bt plants within 
in a field. This spatial distribution will ·enhance the mixing of adult insects coming from 
Bt and non~Bt plants, ensuring that any resistant insects surviving on Bt plants will 
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encounter susceptible insects coming from non-Bt plants, which will be beneficial for 
IRM. However, this spatial distribution of plants in a field also could increase the 
likelihood that larval insects may move between Bt and non-Bt plants because all non-Bt 
plants will have neighboring Bt plants. Thus, it is important to quantify the impacts of this 
larval movement on the refuge function within an interspersed refuge from a seed mix. 

Specifically, two criteria need to be met to confirm that a 5% seed mix refuge is as 
effective as current refuge options for SmartStax. First, the seed mix should not lead to a 
biologically significant increase in sub-lethal exposure of larvae to the Bt toxins that could 
increase selection for Bt resistance. This could occur either through early instar larvae of 
the target pests moving from Bt plants to non-Bt plants after sub-lethal exposure, or by 
larvae moving from non-Bt to Bt plants as larger, more Bt-tolerant instars. Assessment of 
this issue requires examining the susceptibility of larvae of different ages to the proteins in 
SmartStax. Based on extensive data, the expectation is that the enhanced toxicity 
conferred by the multiple effective modes of action of SmartS tax will make it unlikely that 
larvae will be able to move and survive in this way, particularly for the highly susceptible 
lepidopteran target pests. Second, the non-Bt plants in the interspersed field seed mix must 
support sufficient susceptible pest insects to be an adequate refuge. This can be assessed 
through direct surveys of pest population density on the non-Bt plants, together with 
appropriate mathematical modeling. 

To this aim, this registration application provides data collected over the past three years 
assessing the efficacy and value of an interspersed 5% in-field refuge option, via a seed 
mix containing an admixture of 5% non-Bt refuge seed + 95% SmartStax seed, as an 
additional refuge strategy for SmartStax corn in the U.S. Corn Belt. Details of these data 
and analyses are presented in Volume 2 of this submission. The supporting data and 
information included in this request include (1) data on larval movement and survival in a 
5% interspersed in-field refuge for the key lepidopteran (European com borer (ECB) and 
southwestern corn borer (SWCB)) and coleopteran target pests (primarily western com 
rootworm (WCR) and secondarily northern com rootw01m (NCR)); (2) mathematical 
modeling to demonstrate the acceptable risk of a interspersed 5% in-field refuge strategy 
compared to existing refuge strategies; (3) data on the efficacy of a 5% interspersed refuge 
against the target pests, and the impact of the non-Bt plants in the interspersed refuge on 
overall yield; ( 4) criteria are describe<{ for ensuring and verifying a consistent seed mix 
percentage during the manufacturing process; and additionally, (5) information outlining 
the benefits for growers, the public, and envirorunent that w:ould result from the addition of 
an interspersed refuge option for SmartStax (Volwne 3 ofthis submission). 

Presented in Volume 2, laboratory and field data indicate that a 5% seed mix will provide 
an effective refuge for SmartStax for ECB, SWCB, and the CRW species. For all of these 
pests, the non-Bt plants in a 5% seed mix consistently supported large populations of 
susceptible insects, while the SmartStax plants had few or no survivors. Highly 
conservative mathematical modeling shows that an interspersed refuge strategy will ensure 
the durability of SmartS tax com and will provide comparable or greater durability than 5% 
structured refuge in the Com Belt, depending upon the nature of compliance with the 
structured refuge, and greater durability than single Bt products with a 20% refuge. 
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Furthermore, this approach will provide yields comparable to current structured refuge 
systems but with greater convenience and reduced insecticide use on the refuge, thereby 
bringing additional benefits beyond those of SmartStax with 5% discretely structured 
refuge. 

Presented in Volume 3, the benefits to growers, the environment, and to society at large 
will be realized by the addition of an interspersed 5% in-field refuge option for SmartStax. 
Under all 5% refuge options (the strip or block refuge strategy supported in SmartStax 
registrations 524-581 and 68467-7, and the interspersed 5% in-field refuge proposed with 
this application), SmartStax represents significant value to U.S. farmers. There are unique 
benefits to a SmartStax 5% interspersed refuge above those provided by discrete strip or 
block refuges. These include substantial non-pecuniary grower benefits, environmental 
benefits, and improved compliance with IRM requirements. Enabling growers to broadly 
plant SmartStax corn with an interspersed in-field refuge will support: 

o Reduction or potential elimination of application of soil-applied insecticides 
o Reduce potential for com rootwonn insecticides in ground or surface water 
o Reduce farm worker exposure to organophosphate insecticides, accidental 

insecticide spills, and insecticide carryover effects 
e Increase simplicity, flexibility, and time savings associated with planting the refuge 
o Guarantee grower compliance with IRM requirements 
o Provide incentive to growers to switch to pyramided Bt technology, improving 

durability ofBt com technology 

This request for a registration ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7 
(SmartStax) will allow an in-fi~ld refuge structuJe in which the non-Bt refuge plants are 
interspersed within the SmartStax field. This type of interspersed in-field refuge would be 
implemented by growers planting a defined seed mixture comprised of PIP (SmartStax) 
seed with a fixed amount of non-Bt (refuge) seed. In addition, the interspersed refuge 
would only be implemented via planting a seed-mixture manufactured by the technology 
provider (registrants) and appropriately licensed seed producer affiliates. This non-Bt 
refuge would be complementary, but distinct from, the refuge structures currently allowed 
under SmartStax registrations 524-581 and 68467-7 (in-field strips, rows, or blocks). 

The seed mix itself is not within scope of the EPA regulations for PIPs because this 
registration request (addition of unregulated non-PIP seed materials to PIP seed com prior 
to planting) has not changed the underlying PIP (SmartStax). It is the plant incorporated 
protectant (pesticide) and associated genetic material within the plant that is regulated, not 
the plant itself of the seed mix, variety, or delivery mechanism of the seed into the field. 
This position has been previously clarified by the Agency. EPA has defined PIPs as 
"Pesticidal substances and the genetic material needed to produce them by plants that have 
been genetically modified so the plant is protected from certain insect pests. For example, 
scientists can take the gene for the Bt pesticidal protein from the bacterium, and introduce 
that gene into the plant's own genetic material. Then the plant manufactures the substance 
that destroys the pest. EPA regulates the protein and its genetic material, but not the plant 
itself ... :" ht!p://www.epa.gov/pesticides/ees/tool/decisiontree/main.htm (accessed 11-30-

Monsanto Company 07-CR-192E-2 Page 137 of 175 

574 



\ 
i 

) 

2009). Additionally, the scope of this registration request is only partially analogous to 
other registration requests involving corn seed mixtures of two different PIPs, whereas the 
scope of this present request involves a single PIP product that is currently registered (524-
581 and 68467-7) for other in-field refuge arrangements. Thus, for this request, the in
field relationship of SmartStax to the non-PIP refuge does not change the composition of 
the SmartStax PIP (the pesticidal proteins and associated genetic material listed in the 
Confidential Statement of Formula). Additionally, the overall field composition of 
SmartStax with a 5% interspersed in-field refuge would be the same as that of a 5% in
field strip row refuge configuration allowed in registrations 524-581 and 68467-7. The 
IRM structure described herein does not involve the utilization of any additional PIPs or 
change to the confidential statement of formula (CSF) or label ingredients, but instead 
allows the currently mandated refuge in the field to be interspersed within the field as 
opposed to being placed in rows within or adjacent to the field. The mechanism of 
ensuring compliance with the interspersed refuge option is by limiting grower use of this 
option to planting seed mixes produced by the registrants and properly enabled, licensed 
seed producers. 

In developing an IRM strategy for SmartStax using a structured refuge that is interspersed 
within the field, the data must address aspects related to proximity of the PIP and non-PIP 
plants, insect pest presence and biology, and productivity of adult insects from individual 
plants within the interspersed in-field refuge compared to other forms of structured 
refuges. The IRM properties of SmartStax, pa11icularly the multiple effective modes of 
action against both above and below-ground pests, open the opportunity to add options for 
an interspersed in-field refuge to the current approved structured refuge options. Such an 
in-field option and the delivery of the option to growers as a seed mix would strengthen the 
existing IRM program by ensuring that a refuge is present in every SmartStax corn field 
deploying this option and removing concerns about grower compliance with refuge 
requirements. EPA has previously recognized that multiple refuge options for Bt corn and 
cotton products are essential to prevent the rapid onset of resistance. As additional data 
have been developed on IRM, EPA has granted registrants amended registrations to 
enhance fanners' refuge options and ·overall compliance. Currently, SmartS tax com non
Bt refuges can be planted as in-field four row strips, perimeters, in-field blocks, and 
separate blocks adjacent to the Bt field. Similarly, in the case of a dual effective mode of 
action cotton product like Bollgard II (MON I 5985, EPA Reg. No. 524-522), either a 
structured refuge or a so-called natural refuge (no non-Bt cotton refuge), may be utilized. 
In all of these registration amendments, the principle goal was to ensure a strong IRNI 
program. The EPA has ample precedence amending Bt crop registrations to allow for 
optimization of size, structure, or placement of the refuge structure in Bt crops, as well as 
different use instructions. 

Therefore, Monsanto and Dow are hereby requesting a registration for the plant
incozporated protectant, Bacillus thuringiensis Cry1A.I05, Cry2Ab2, CryiF, Cry3Bbl, 
Cry34Abl and Cry35Abl Proteins and the Genetic Materials (Vectors PV-Zl'vUR245, 
PHP8999, PV-ZMIR39, and PHP17662) necessary.for their production in MON 89034 x 

TCI507 x MON 88017 x DAS-59122-7, with an interspersed in-field refuge configuration. 
The interspersed refuge would be implemented via a seed mixture in bags of seed corn 
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consisting of 5% non-Bt corn along with 95% SmartStax corn. Seed mixtures to be 
planted under this option would only be prepared by seed producers licensed by the 
registrants to ensure consistency and provide adequate refuge in the field. Studies and 
inf01mation supporting the request are provided in Volumes l, 2, and 3 of this submission. 
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SECTION III 

PRODUCT LABEL 

The subject of this application is for the combined plant-incorporated protectants, Bacillus 
thuringiensis (Bt) CrylA.I05, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Abl 
proteins and the genetic material necessary for their production in corn (PV-ZMIR245, 
PHP8999, PV-ZMIR39, PHP17662) produced in MON 89034 x TCI507 x MON 88017 x 
DAS-59 I 22-7 to allow an additional IRM interspersed in-field refuge configuration. This 
refuge configuration is enabled by a seed-mixture containing PIP and non-PIP seed, and is 
limited to use in the U.S. Corn Belt. Five copies of the proposed label for the registration 
ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7, to support an interspersed in
field refuge are attached. 
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Plant-Incorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
Insect~Protected, Herbicide-Tolerant Corn 

(Alternate Brand Name GenuityTM SmartStaxT~') 

(OECD Unique Identifier: MON-89034-3 x DAS- 01507-1 x 
MON-88017-3 x DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis Cry1A.l05 protein and the genetic material necessary (vector PV-
ZMIR245) for its production in corn event MON 89034 ............................. :5 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PV~ 
ZMIR245) for its production in corn event MON 89034 ............................. :5 0.0053%* 

Bacillus thuringiensis Cry IF protein and the genetic material necessary (vector PHP8999) 
for its production in corn event TC1507 ...................................................... :$ 0.0012%* 

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary (vector PV~ 
ZMIR39) for its production in com event MON 88017 ............................... :5 0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector 
PHP17662) for its production in corn event DAS-59122-7 ......................... $ 0.0194%* 

Bacillus thuringiensis Cry35Abl protein and the genetic material necessary (vector 
PHPI7662) for its production in corn event DAS-59122-7 ......................... :5 0.0042%* 

Inert Ingredients: 
CP4 EPSPS protein (5~enolpyruvylshikimate-3~phosphate synthase) and the genetic 
material necessary (vector PV ·ZMIR39) for its production in com event MON 88017 
.......................................................................................... :50 .0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary 
(vectors PHPI7662 and PHP8999) for its production in corn event TC I 507 and 
DAS~59122~7 ................ : ......................................................... :$ 0.00045%* 
*Maximum percent (wt/wt) of dry forage 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. Sales of com hybrids that contain Monsanto's Bt com plant~ incorporated 
pesticide(s) must be accompanied by a Grower/IRM Guide which includes information on 
planting, production and insect resistance management and notes that routine applications 
of insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 

MON 89034 x TC1507 x MON 88017 x DAS-59122~7 protects corn crops from leaf, 
stalk, and ear damage caused by corn borers and root damage caused by corn rootworm 
larvae. In order to minimize the risk of these pests developing resistance to MON 89034 x 
TC1507 x MON 88017 x DAS~59122~7 corn, an insect resistance management plan must 
be implemented which includes planting of a refuge. Growers who fail to comply with the 
IRM requirements risk losing access to Monsanto's com PIP products. A common refuge 
must be planted for both com borers and corn rootworms. The refuge must be planted with 
com hybrids that do not contain Bt technologies for the control of com rootwonns or com 
borers. This product's refuge configuration is interspersed within the field and is allowed 
only by planting a licensed seed~rnixture containing MON 89034 x TC1507 x MON 88017 
x DAS~59122~ 7 and a minimum of 5% non-PIP seed, and is limited to use in the U.S. Com 
Belt 

These refuge requirements do not apply to seed propagation of inbred and hybrid seed com 
under this registration; however, seed propagation over 20,000 acres per county and up to a 
combined US total of 250,000 acres per PIP active ingredient per year would utilize the 
discrete refuge options for MON 89034 x TC1507 x MON 88017 x DAS-59122~7 under 
EPA registration 524~581. 

Ability to plant this interspersed refuge configuration for MON 89034 x TC1507 x 
MON 88017 x DAS~59122~7 is based on geography and the insect pressure present in 
various locations. In non~cot:ton growing regions and in cotton growing regions where 
com earworm is not a significant pest (i.e. the same regions where the minimum refuge 
size is 5% under GenuityTM SmartStax·m registration 524~581), a seed mix refuge option is 
allowed. Planting SmartStax com in regions prohibiting an interspersed refuge option is 
still available to growers under registration. 524~581. The interspersed refuge option under 
this registration is limited to planting specifically licensed seed com of MON 89034 x 

TC1507 x MON 88017 x DAS~59122~7. The seed producer must ensure a minimum of 
5% non~PIP refuge seed is included with the MON 89034 x TC1507 x MON 88017 x 
DAS~59122~ 7 in each unit of seed com. 

The interspersed refuge option can only be used by planting seed com specifically 
generated by seed producers licensed by the registrant. With this option, the refuge seed 
may not be treated with seed~applied insecticides for Com Rootworm (CRW) control, and 
the refuge plants may not be treated with insecticides for Lepidopteran pest or CRW 

"'Genuity and SmartStax are trademarks of Monsanto Technology LLC. 
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control unless the entire field is treated. Insecticidal treatments labeled for adult CRW 
control are discouraged during the time of adult CRW emergence. 

A schematic of the interspersed refuge from planting a seed mix of 95% MON 89034 >: 
TC1507 >: MON 88017 x DAS-59122-7 seed with 5% non-PIP com is shown below. This 
option is not allowed in cotton-growing regions where com earwonn is a significant pest 
(i.e. the regions where the minimum refuge size is 20% under SmartStax registration 
524-581). 

Monsanto Company 

Interspersed Refuge 

95% MON 89034 X TC1507 X 

MON 88017 X DAS-59122-7 
and 5% non-PIP refuge 

07-CR-192E-2 Page 143 of 175 

580 



) ) 

The table below sununarizes the interspersed refuge option for each region based on the 
planting ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed mixture in cotton 
or non-cotton growing regions and the insect pressure present in those locations. 

Region Planting 
Refuge as 
seed mix 
allowed 

Cotton growing where CEW is a No 
significant pest and WCRW, 
NCRW, and MCRW are not 
significant: NC, SC, GA, FL, 1N 
(only the counties of Carroll, 
Chester, Crockett, Dyer, Fayette, 
Franklin, Gibson, Hardeman, 
Hardin, Haywood, Lake, 
Lauderdale, Lincoln, Madison, 
Obion, Rutherford, Shelby, and 
Tipton), AL, MS, LA, AR, VA 
(only the counties of Dinwiddie, 
Franklin City, Greensville, Isle 
of Wight, Northampton, 
Southampton, Suffolk City, 
Surrey, and Sussex) 
Cotton growing where CEW is a No 
significant pest and WCRW, 
NCRW, and/or MCRW are 
significant: TX (except the 
counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman), OK 
(only the counties of Beckham, 

·Caddo, Comanche, Custer, 
Greer, Harmon, Jackson, Kay, 
Kiowa, Tillman,·and Washita), 
MO (only the counties of 
Dunklin, New Madrid, Pemiscot, 
Scott, and Stoddard) 
Cotton growing wJ:lere CEW is Yes 
not a significant pest and 
WCRW, NCRW, and MCRW 
are not significant NM, AZ, CA, 
NV 

Non-cotton growing where Yes 
WCRW, NCRW, and MCRW 
are not significant: 0~ WA, ID, 
MT, WY, UT, VA (except the 
counties of Dinwiddie, Franklin 
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City, Greensville, Isle of Wight, 
Northampton, Southampton, 
Suffolk City, Surrey, and 
Sussex), WV,PA, MD, DE, CT, 
RI, NJ, NY, ME, MA, NH, VT, 
HI, AK, TN (except the counties 
of Carroll, Chester, Crockett, 
Dyer, Fayette, Franklin, Gibson, 
Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, 
Madison, Obion, Rutherford, 
Shelby, and Ti_P-ton) 
Non-cotton growing where Yes 
WCRW, NCRW, and/or MCRW 
are significant: KS, NE, SD, ND, 
MN, IA, MO (except the 
counties of Dunklin, New 
Madrid, Pemiscot, Scott, and 
Stoddard), IL, WI, MI, IN, OH, 
KY, CO, OK (except the 
counties of Beckllam, Caddo, 
Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, 
Tillman, and Washita), TX (only 
the counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman) 

Corn Insects Controlled or Suppressed 

European corn borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB). 
Com earwonn (CEW) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 

Fall armyworm (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western com rootworm (WCRW) 
Northern corn rootwonn (NCRW) 
Mexican com rootworm (MCR W) 

Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae . 
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product ofMonsanto's and 
Dow AgroSciences, research programs, offering unique genetic characteristics for specific 
grower needs and may be protected by one or more of the following U.S. patents: 
5023179,5110732,5164316,5196525,5322938,5352605,5359142,5378619,5424412, 
5554798,5641876,5717084,5728925,5804425,6018100,6025545,6051753,6063597, 
6083878,6331665,6489542,6645497,6962705,7064249, 7227056,and7250501. 

EPA Accepted: ~/_/ ~ 
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Plant*lncorporated Protcctant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
lnsecl*Protecled, Herbicide* Tolerant Corn 

(Alternate Brand Name GcnultyTM SmarlStaxTlll) 

(OECD Unique Identifier: MON-89034-3 x DAS- 01507-1 x 
MON-88017-3 X DAS*59122-7) 

Active Ingredients: 
Bacillus thuringiensis CrylA.l05 protein and the genetic material necessary (vector PV* 
ZMIR245) for its production in corn event MON 89034 ............................. ~ 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PV-
ZMIR245) for its production in com event MON 89034 ............................. ~ 0.0053%* 

Bacillus thuringiensis Cryl F protein and the genetic material necessary (vector PHP8999) 
for its production in com event TCl507 ...................................................... ~ 0.0012%* 

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary (vector PV-
ZMIR39) for its production in com event MON 88017 ............................... ~ 0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector 
PHPl7662) for its production in com event DAS-59122*7 ......................... ~ 0.0194%* 

Bacillus thuringiensis Cry35Ab l protein and the genetic material necessary (vector 
PHPl7662) for its production in com event DAS-59 122-7 ......................... ~ 0.0042%* 

Inert Ingredients: 
CP4 EPSPS protein (S*enolpyruvylshikimate-3-phosphate synthase) and the genetic 
material necessary (vector PV-ZMffi39) for its production in com event MON 88017 
.......................................................................................... ~0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary 
(vectors PHP 17662 and PHP8999) for its production in com event TC1507 and 
DAS-59122-7 .......................................................................... ~ 0.00045%* 
*Maximum percent ( wt/wt) of dry forage 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS __ _ 

EPA Registration No. 524-X:XX: 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. Sales of com hybrids that contain Monsanto's Bt com plant~incorporated 
pesticide(s) must be accompanied by a Grower/IRM Guide which includes information on 
planting, production and insect resistance management and notes that routine applications 
of insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 

MON 89034 x TC1507 x MON 88017 x DAS~59122-7 protects com crops from leaf, 
stalk, and ear damage caused by com borers and root damage caused by com rootworm 
1 arvae. In order to minimize the risk of these pests developing resistance to MON 89034 x 
TC1507 x MON 88017 x DAS-59122~7 corn, an insect resistance management plan must 
be implemented which includes planting of a refuge. Growers who fail to comply with the 
IRM requirements risk losing access to Monsanto's com PIP products. A common refuge 
must be planted for both corn borers and com rootwonns. The refuge must be planted with 
com hybrids that do not contain Bt technologies for the control of corn rootwonns or com 
borers. This product's refuge configuration is interspersed within the field and is allowed 
only by planting a licensed seed-mixture containing MON 89034 x TC1507 x MON 880 I 7 
x DAS-59122-7 and a minimum of 5% non-PIP seed, and is limited to use in the U.S. Com 
Belt. 

These refuge requirements do not apply to seed propagation of inbred and hybrid seed com 
under this registration; however, seed propagation over 201000 acres per county and up to a 
combined US total of 250,000 acres per PIP active ingredient per year would utilize the 
discrete refuge options for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 under 
EPA registration 524~58 I. 

Ability to plant this interspersed refuge configuration for MON 89034 x TCI507 x 
MON 88017 x DAS~59122-7 is based on geography and the insect pressure present in 
various locations. In non-cotton growing regions and in cotton growing regions where 
com earwonn is not a significant pest (i.e. the same regions where the minimum refuge 
size is 5% under Genuity™ SmartStaxm registration 524-581), a seed mix refuge option is 
allowed. Planting SmartStax corn in r~gions pro~ibiting an interspersed refuge option is 
still available to growers under registration 524-581. The interspersed refuge option under 
this registration is limited to planting specifically Iice~ed seed com of MON 89034 x 
TCI507 x MON 88017 x DAS-59122-7. The seed producer must ensure a minimum of 
5% non-PIP refuge seed is included with the MON 89034 x TC1507 x MON 88017 x 
DAS~59122-7 in each unit of seed com. 

The interspersed refuge option can only be used by planting seed com specifically 
generated by seed producers licensed by the registrant. With this option, the refuge seed 
may not be treated with seed-applied insecticides for Corn Rootwonn (CRW) control, and 
the refuge plants may not be treated with insecticides for Lepidopteran pest or CRW 

n• Genuity and SmartStax are trademarks of Monsanto Technology LLC. 
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control unless the entire field is treated. Insecticidal treatments labeled for adult CRW 
control are discouraged during the time of adult CRW emergence. 

A schematic of the interspersed refuge from planting a seed mix of 95% MON 89034 x 
TC1507 x MON 88017 x DAS-59122-7 seed with 5% non-PIP com is shown below. This 
option is not allowed in cotton-growing regions where com earwonn is a significant pest 
(i.e. the regions where the minimum refuge size is 20% under SmartStax registration 
524-581). 

Monsanto Company 

Interspersed Refuge 

95% MON 89034 X TC1507 X 

MON 88017 x DAS-59122-7 
and 5% non-PIP refuge 
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The table below summarizes the interspersed refuge option for each region based on the 
planting of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed mixture in cotton 
or non-cotton growing regions and the insect pressure present in those locations. 

Region Planting 
Refuge as 
seed mix 
allowed 

Cotton growing where CEW is a No 
significant pest and WCRW, 
NCRW, and MCRW are not 
significant: NC, SC, GA, FL, TN 
(only the counties of Carroll, 
Chester, Crockett, Dyer, Fayette, 
Franklin, Gibson, Hardeman, 
Hardin, Haywood, Lake, 
Lauderdale, Lincoln, Madison, 
Obion, Rutherford, Shelby, and 
Tipton), AL, MS, LA, AR, VA 
(only the counties of Dinwiddie, 
Franklin City, Greensville, Isle 
of Wight, Northampton, 
Southampton, Suffolk City, 
Surrey, and Sussex) 
Cotton growing where CEW is a No 
significant pest and WCRW, 
NCRW, andlorMCRWare 

'significant: TX (except the 
counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman), OK 
(only the counties of Beckham, 
Caddo, Comanche, Custer, 
Greer, Harmon, Jackson, Kay, 
Kiowa, Tillman, ·and Washita), 
MO (only the counties of 
Dunklin, New Madrid, Pemiscot, 
Scott, and Stoddard) 
Cotton growing where CEW is Yes 
not a significant pest and 
WCRW, NCRW, and MCRW 
are not significant: NM, AZ, CA, 
NV 

Non-cotton growing where Yes 
WCRW, NCRW, and MCRW 
are not significant: OR, WA, ID, · 
MT, WY, UT, VA (except the 
counties of Dinwiddie, Franklin 
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City, Greensville, Isle ofWight, 
Northampton, Southampton, 
Suffolk City, Surrey, and 
Sussex), WV, PA, MD, DE, CT, 
Rl, NJ, NY, ME, MA, NH, VT, 
HI, AK, TN (except the counties 
of Carroll, Chester, Crockett, 
Dyer, Fayette, Franklin, Gibson, 
Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, 
Madison, Obion, Rutherford, ~ 

Shelby, and Tipton) 
Non-cotton growing where Yes 
WCRW, NCRW, and/or MCRW 
are significant: KS, NE, SD, ND, 
MN, IA, MO (except the 
counties of Dunklin, New 
Madrid,Pemiscot, Scott, and 
Stoddard), ll_, WI, MI, IN, OH, 
KY, CO, OK (except the 
counties ofBeckham, Caddo, 
Comanche, Custer, Greer, 
Hannon, Jackson, Kay, Kiowa, 
Tillman, and Washita), TX (only 
the counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, 
Roberts, and Shennan) 

Corn Insects Controlled or Suppressed 

European com borer (ECB). · 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Corn earwonn (CEW) 
Fall armyworm (PAW) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutwonn 

Western corn rootwonn (WCRW) 
Northern com rootworm (NCRW) 
Mexican corn rootwonn (MCRW) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ips ilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 
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MON 89034 x TC1507 x MON 88017 x DAS·59122·7 is a product of Monsanto's and 
Dow AgroSciences' research programs, offering unique genetic characteristics for specific 
grower needs and may be protected by one or more of the following U.S. patents: 
5023179,5110732,5164316,5196525,5322938,5352605,5359142,5378619,5424412, 
5554798,5641876,5717084,5728925,5804425,6018100,6025545,6051753,6063597, 
6083878,6331665,6489542,6645497,6962705,7064249,7227056,and7250501. 

EPA Accepted: _ !_/_ 
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Plant.Jncorporated Protectant Lnbcl 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
Insect· Protected, Herbicide. Tolerant Corn 

(Alternate Brand Name GenuityTM SmartStnxTM) 

(OECD Unique Identifier: MON-89034-3 x DAS- 01507·1 x 
MON-88017·3 X DAS·59I22-7) 

Active Ingredients: 
Bacillus thuringiensis Cry1A.105 protein and the genetic material necessary (vector PV-
ZMIR245) for its production in com event MON 89034 ............................. :5 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PV-
ZMIR245) for its production in com event MON 89034 ............................. :5 0.0053%* 

Bacillus thuringiensis Cry1 F protein and the genetic material necessary (vector PHP8999) 
for its production in corn event TC1507 ...................................................... :5 0.0012%* 

Bacil/us thuringiensis Cry3Bbl protein and the genetic material necessary (vector PV-
ZMIR39) for its production in com event MON 8801 7 ............................... :5 0.0079%* 

Bacillus thuringiensis Cry34Ab I protein and the genetic material necessary (vector 
PHPI 7662) for its production in corn event DAS·59122·7 ......................... :5 0.0194%* 

Bacillus thuringiensis Cry35Abl protein and the genetic material necessary (vector 
PHP17662) for its production in corn event DAS·59122·7 ......................... :5 0.0042%* 

Inert Ingredients: 
CP4 EPSPS protein (5·enolpyruvylshikimate·3-phosphate synthase) and the genetic 
material necessary (vector PV·ZM1R39) for its production in corn event MON 88017 
.......................................................................................... :5 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary 
(vectors PHPI7662 and PHP8999) for its production in corn eventTCI507 and 
DAS·59122-7 .......................................................................... s 0.00045%* 
*Maximum percent (wtlwt) of dry forage 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS ____ _ 

EPA Registration No. 524-:X.XX 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. Sales of corn hybrids that contain Monsanto's Bt corn plant-incorporated 
pesticide(s) must be accompanied by a Grower/IRM Guide which includes information on 
planting, production and insect resistance management and notes that routine applications 
of insecticides to control these insects are usually unnecessary when corn containing the Bt 
proteins is planted. 

MON 89034 x TCI507 x MON 88017 x DAS-59122-7 protects corn crops from leaf, 
stalk, and ear damage caused by corn borers and root damage caused by corn rootworm 
larvae. In order to minimize the risk of these pests developing resistance to MON 89034 x 
TCI507 x MON 88017 x DAS-59122-7 corn, an insect resistance management plan must 
be implemented which includes planting of a refuge. Growers who fail to comply with the 
IRrvf requirements risk losing access to Monsanto's corn PIP products. A common refuge 
must be planted for both corn borers and corn rootworms. The refuge must be planted with 
com hybrids that do not contain Bt technologies for the control of corn rootworrns or com 
borers. This product's refuge configuration is interspersed within the field and is allowed 
only by planting a licensed seed-mixture containing MON 89034 x TC I 507 x MON 88017 
x DAS-59122-7 and a minimum of5% non-PIP seed, and is limited to use in the U.S. Corn 
Belt 

These refuge requirements do not apply to seed propagation of inbred and hybrid seed corn 
under this registration; however, seed propagation over 20,000 acres per county and up to a 
combined US total of 250,000 acres per PIP active ingredient per year would utilize the 
discrete refuge options for MON 89034 x TCI507 x MON 88017 x DAS-59122-7 under 
EPA registration 524-581. · 

Ability to plant this interspersed refuge configuration for MON 89034 x TCI507 x 
MON 88017 x DAS-59 122-7 is based on geography and the insect pressure present in 
various locations. In non-cotto~ growing regions and in cotton growing regions where 
com earworrn is not a significant pest {i.e. the same regions where the minimum refuge 
size is 5% under Genuity™ SmartStax:

1111 
registration 524-581), a seed mix refuge option is 

allowed. Planting SmartStax com in regiof!.S prohibiting an inter~persed refuge option is 
still available to growers under registration 524-58 I. The interspersed refuge option under 
this registration is limited to planting specifically licensed seed corn of MON 89034 x 
TCI507 x MON 88017 x DAS-59122-7. The seed producer must ensure a minimum of 
5% non-PIP refuge seed is included with the MON 89034 x TCI507 x MON 88017 x 

DAS-59122-7 in each unit of seed com.· 

The interspersed refuge option can only be used by planting seed com specifically 
generated by seed producers licensed by the registrant. With this option, the refuge seed 
may not be treated with seed-applied insecticides for Corn Rootworm (CRW) control, and 
the refuge plants may not be treated with insecticides for Lepidopteran pest or CRW 

'" Genuity and SmartStax are trademarks of Monsanto Technology LLC. 
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control unless the entire field is treated. Insecticidal treatments labeled for adult CRW 
control are discouraged during the time of adult CRW emergence. 

A schematic of the interspersed refuge from planting a seed mix of 95% MON 89034 x 
TC1507 x MON 88017 x DAS-59122-7 seed with 5% non-PIP com is shown below. This 
option is not allowed in cotton-growing regions where com earwotm is a significant pest 
(i.e. the regions where the minimum refuge size is 20% under SmartStax registration 
524-581). 

Monsanto Company 

Interspersed Refuge 

95% MON 89034 X TC1507 X 

MON 88017 X DAS-59122-7 
and 5% non-PIP refuge 
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The table below summarizes the interspersed refuge option for each region based on the 
planting ofMON 89034 x TC1507 x MON 88017 x DAS~59122~7 seed mixture in cotton 
or non-cotton growing regions and the insect pressure present in those locations. 

Region Planting 
Refuge as 
seed mix 
allowed 

Cotton growing where CEW is a No 
significant pest and WCRW, 
NCRW, and MCRW are not 
significant: NC, SC, GA, FL, TN 
(only the counties of Carroll, 
Chester, Crockett, Dyer, Fayette, 
Franklin, Gibson, Hardeman, 
Hardin, Ha)'\vood, Lake, 
Lauderdale, Lincoln, Madison, 
Obion, Rutherford, Shelby, and 
Tipton), AL, MS, LA, AR, VA 
(only the counties of Dinwiddie, 
Franklin City, Greensville, Isle 
of Wight, Northampton, 
Southampton, Suffolk City, 
Surrey, and Sussex) 
Cotton growing where CEW is a No 
significant pest and WCRW, 
NCRW, and/or MCRW are 
significant: TX (except the 
counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, 
Roberts, and Shennan), OK 
(only the counties of Beckham, 
Caddo, Comanche, Custer, 
Greer, Hannon, Jackson, Kay, 
Kiowa, Tillman, and Washita), 
MO (only the counties of 
Dunklin, New Madrid, Pemiscot, 
Scott, and Stoddard) 
Cotton growing \vhere CEW is Yes 
not a significant pest and 
WCRW, NCRW, and MCRW 
are not significant: NM, AZ, CA, 
NV 

Non-cotton growing where Yes 
WCRW, NCRW, and MCRW 
are not significant: ·OR, WA, ID, 
MT, WY, UT, VA (except the 
counties of Dinwiddie, Franklin 
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City, Greensville, Isle of Wight, 
Northampton, Southampton, 
Suffolk City, Surrey, and 
Sussex), WV, PA, MD, DE, CT, 
RI, NJ, NY, ME, MA, NH, VT, 
HI, AK, TN (except the counties 
of Carroll, Chester, Crockett, 
Dyer, Fayette, Franklin, Gibson, 
Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, 
Madison, Obion, Rutherford, 
Shelby, and Tipton) 
Non-cotton growing where Yes 
WCRW, NCRW, and/or MCRW 
are significant KS, NE, SD, ND, 
MN, lA, MO (except the 
counties of Dunklin, New 
Madrid, Pemiscot, Scott, and 
Stoddard), IT.., WI, Ml, IN, OH, 
KY, CO, OK (except the 
counties of Beckham, Caddo, 
Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, 
TiUman, and Washita), TX (only 
the counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, 
Roberts, and Shennan} 

Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com earworm (CEW) 
Fall armyworm (FA W) 
Stalk borer 
Lesser corn stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western corn rootworm (WCRW) 
Northern com rootworm (NCRW) 
Mexican com rootwonn (MCRW) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto's and 
Dow AgroSciences' research programs, offering unique genetic characteristics for specific 
grower needs and may be protected by one or more of the following U.S. patents: 
5023179,5110732,5164316,5196525,5322938,5352605,5359142,5378619,5424412, 
5554798,5641876,5717084,5728925,5804425,6018100,6025545,6051753,6063597, 
6083878,6331665,6489542,6645497,6962705,7064249, 7227056,and7250501. 

EPA Accepted: _/_/_ 
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P1ant-Incor~orated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
Insect-Protected, Herbicide-Tolerant Corn 

(Alternate Brand Name GenuityTllf SmartStaxnl) 

(OECD Unique Identifier: MON-89034-3 x DAS· 01507-1 x 
MON-88017-3 X DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis CrylA.l 05 protein and the genetic material necessary {vector PV-
ZMIR245) for its production in corn event MON 89034 ............................. $ 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary {vector PV-
ZMIR245) for its production in com event MON 89034 ............................. $ 0.0053%* 

Bacillus thuringiensis Cry IF protein and the genetic material necessary {vector PHP8999) 
for its production in corn event TC1507 ...................................................... ~ 0.0012%* 

Bacillus thuringiensis Cry3Bb1 protein and the genetic material necessary {vector PV-
ZMIR39) for its production in corn event MON 88017 ............................... $. 0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector 
PHP17662) for its production in corn event DAS-59122-7 ......................... $. 0.0194%* 

Bacillus thuringiensis Cry35Abl protein and the genetic material necessary {vector 
PHP17662) for its production in corn event DAS-59122-7 ......................... $. 0.0042%* 

Inert Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic. 

·material necessary {veCtor PV-ZMIR39) for its production in com event MON 88017 
.............................................. · ............................................ $ 0.0052°/o* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary 
{vectors PHP 17662 and PHP8999) for its production in com event TC1507 and 
DAS-59122-7 ........................ ~· ................................................. $. 0.00045%* 
*Maximum percent {wt/wt) of dry forage 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS ____ _ 

EPA Registration No. 524-XXX 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis. MO 63167 

Monsanto Company 07-CR·192E-2 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. Sales of corn hybrids that contain Monsanto's Bt corn plant-incorporated 
pesticide(s) must be accompanied by a Grower/IRM Guide which includes information on 
planting~ production and insect resistance management and notes that routine applications 
of insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 

MON 89034 x TCI507 x MON 88017 x DAS-59122-7 protects corn crops from leaf, 
stalk~ and ear damage caused by corn borers and root damage caused by corn rootworm 
larvae. In order to minimize the risk of these pests developing resistance to MON 89034 x 

TC 1507 x MON 88017 x DAS-59122-7 corn, an insect resistance management plan must 
be implemented which includes planting of a refuge. Growers who fail to comply with the 
IRM requirements risk losing access to Monsanto's corn PIP products. A common refuge 
must be planted for both corn borers and com rootworms. The refuge must be planted with 
corn hybrids that do not contain Bt technologies for the control of corn rootwonns or com 
borers. This producf s refuge configuration is interspersed within the field and is allowed 
only by planting a licensed seed-mixture containing MON 89034 x TC1507 x MON 88017 
x DAS-59122-7 and a minimum of5% non-PIP seed~ and is limited to use in the U.S. Corn 
Belt. 

These refuge requirements do not apply to seed propagation of inbred and hybrid seed corn 
under this registration; however~. seed propagation over 20~000 acres per county and up to a 
combined US total of 250~000 acres per PIP active ingredient per year would utilize the 
discrete refuge options for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 under 
EPA registration 524-581. · · 

Ability to plant this interspersed refuge configuration for MON 89034 x TCI507 x 
MON 88017 x DAS-59122-7 is based on geography and the insect pressure present in 
various locations. In non-cotton growing regions and in cotton growing regions where 
corn earworm is not a significant pest (i.e. the same regions where the minimum refuge 
size is 5% under Genuity™ SmartStax

1
M registration 524-581)~ a seed mix refuge option is 

allowed. Planting SmartStax corn in regions prohibiting an interspersed refuge option is 
still available to growers under registration 524-581. The interspersed refuge option under 
this registration is limited to planting specifically licensed seed corn of MON 89034 x 
TC1507 x MON 88017 x DAS-59122-7. The seed producer must ensure a minimum of 
5% non-PIP refuge seed is included with the MON 89034 x TC1507 x MON 88017 x 

DAS-59122-7 in each unit of seed corn. 

The interspersed refuge option can only be used by planting seed corn specifically 
generated by seed producers licensed by the registrant. With this option~ the refuge seed 
may not be treated with seed-applied insecticides for Corn Rootworm (CRW) control~ and 
the refuge plants may not be treated with insecticides for Lepidopteran. pest or CR W 

""Genuity and SmartStax are trademarks of Monsanto Technology LLC. 
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control unless the entire field is treated. Insecticidal treatments labeled for adult CRW 
control are discouraged during the time of adult CR W emergence. 

A schematic of the interspersed refuge from planting a seed mix of 95% MON 89034 x 
TC1507 x MON 88017 x DAS-59122-7 seed with 5% non-PIP corn is shown below. This 
option is not allowed in cotton-growing regions where corn earworm is a significant pest 
(i.e. the regions where the minimum refuge size is 20% under SmartStax registration 
524-581). 

Monsanlo Company 

Interspersed Refuge 

95% MON 89034 X TC1507 X 

MON 88017 x DAS-59122-7 
and 5% non-PIP refuge 
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The table below summarizes the interspersed refuge option for each region based on the 
planting ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed mixture in cotton 
or non-cotton growing regions and the insect pressure present in those locations. 

Region 

Cotton growing where CEW is a 
significant pest and WCRW, 
NCRW, and MCRW are not 
significant: NC, SC, GA, FL, TN 
(only the counties of Carroll, 
Chester, Crockett, Dyer, Fayette, 
Franklin, Gibson, Hardeman, 
Hardin, Haywood, Lake, 
Lauderdale, Lincoln, Madison, 
Obion, Rutherford, Shelby, and 
Tipton), AL, MS, LA, AR, VA 
(only the counties of Dinwiddie, 
Franklin City, Greensville, Isle 
of Wight, Northampton, 
Southampton, Suffolk City, 
Surrey, and Sussex) 
Cotton growing where CEW is a 
significant pest and WCRW, 
NCRW, and/or MCRW are 
significant: TX (except the 
counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, 
Roberts, and Shennan), OK 
(only the counties of Beckham, 
Caddo, Comanche, Custer, 
Greer, Harmon, Jackson, Kay, 
Kiowa, Tillman·; and Washita), 
MO (only the counties of 
Dunklin, New Madrid; Pemiscot, 
Scott, and Stoddard) 
Cotton growing where CEW is 
not a significant pest and 
WCRW,NCRW,MdMCRW 
are not significant NM, AZ, CA, 
NV 

Non-cotton growing where 
WCRW, NCRW, an~ MCRW 
are not significant: OR, W A, ID, 
MT, WY, UT, VA (except the 
counties of Dinwiddie, Franklin 

Monsanto Company 07-CR-192E-2 
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seed mix 
allowed 
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City, Greensville, Isle of Wight, 
Northampton, Southampton, 
Suffolk City, Surrey, and 
Sussex), WV, PA, MD, DE, CT, 
RI, NJ, NY, ME, MA, NH, VT, 
Hl, AK, TN (except the counties 
of Carroll, Chester, Crockett, 
Dyer, Fayette, Franklin, Gibson, 
Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, 
Madison, Obion, Rutherford, 
Shelby, and Tipton) 
Non-cotton growing where Yes 
WCRW, NCRW, and/or MCRW 
are significant: KS, NE, SD, ND, 
MN, lA, MO (except the 
counties of Dunklin, New 
Madrid, Pemiscot, Scott, and 
Stoddard), IL, WI, M~ IN, OH, 
KY, CO, OK (except the 
counties of Beckham, Caddo, 
Comanche, Custer, Greer, 
Harmon, Jackson, Kay, lGowa, 
Tillman, and Washita), TX (only 
the counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, 
Roberts, and Shennan} 

Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Corn earworm (CEW) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
E/asmopalpus /ignosellus 
Diatraea saccharalis 
Richia albicosta 

Fall armyworm (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm Agrotis ipsilon 

Western com rootworm (WCRW) 
Northern com rootworm (NCRW) 
Mexican com rootworm (MCRW) 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto's and 
Dow AgroSciences' research programs, offering unique genetic characteristics for specific 
grower needs and may. be protected by one or more of the following U.S. patents: 
5023179,5110732,5164316,5196525,5322938,5352605,5359142,5378619,5424412, 
5554798,5641876,5717084,5728925,5804425,6018100,6025545,6051753,6063597, 
6083878,6331665,6489542,6645497,6962705,7064249, 7227056,and 7250501. 

EPA Accepted: _/_/_ 
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P1antMincorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
InsectMProtected, Herbicide-Tolerant Corn 

{Alternate Brand Name GenuityTM SmartStaxTM) 

(OECD Unique Identifier: MON-89034-3 x DAS- 01507-1 x 
MON-88017-3 X DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis CrylA.l05 protein and the genetic material necessary (vector PV-
ZMIR245) for its production in com event MON 89034 ............................. ~ 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PVM 
ZMIR245) for its production in com event MON 89034 ............................. ~ 0.0053%* 

Bacillus thuringiensis CrylF protein and the genetic material necessary (vector PHP8999) 
for its production in corn event TC1507 ...................................................... $ 0.0012%* 

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary (vector PV-
ZM1R39) for its production in corn event MON 88017 ............................... ~ 0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector 
PHP17662) for its production in com event DAS-59122-7 ......................... ~ 0.0194%* 

Bacillus thuringiensis Cry35Abl protein and the genetic material necessary (vector 
PHP17662) for its production in com event DAS-59122-7 ......................... $ 0.0042%* 

Inert Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3Mphosphate synthase) and the genetic 
material necessary (vector PV-ZlV1IR.39) for its production in corn event MON 88017 
............................................. : ............................................ ~ 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary 
(vectors PHP17662 and PHP8999) ~or .its production in com event TC1507 and 
DAS-59122-7 .......................................................................... $ 0.00045%* 
*Maximum percent (wt/wt) of dry forage 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
NET CONTENTS ____ _ 

EPA Registration No. 524-XX.X 
EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis> MO 63167 

Monsanto Company 07-CR-192£-2 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its 
labeling. Sales of com hybrids that contain Monsanto's Bt corn plant-incorporated 
pesticide(s) must be accompanied by a Grower/IRM Guide which includes infonnation on 
planting, production and insect resistance management and notes that routine applications 
of insecticides to control these insects are usually mmecessary when corn containing the Bt 
proteins is planted. 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 protects corn crops from leaf, 
stalk, and ear damage caused by corn borers and root damage caused by com rootwonn 
larvae. In order to minimize the risk of these pests developing resistance to MON 89034 x 
TC1507 x MON 88017 x DAS-59122-7 corn, an insect resistance management plan must 
be implemented which includes planting of a refuge. Growers who fail to comply with the 
IRM requirements risk losing access to Monsanto's com PIP products. A common refuge 
must be planted for both com borers and corn rootwonns. The refuge must be planted with 
com hybrids that do not contain Bt technologies for the control of com rootwonns or corn 
borers. This product's refuge configuration is interspersed within the field and is allowed 
only by planting a licensed seed-mixture containing MON 89034 x TC I 507 x MON 880 I 7 
x DAS-59122-7 and a minimum of5% non-PIP seed, and is limited to use in the U.S. Com 
Belt. 

These refuge requirements do not apply to seed propagation of inbred and hybrid seed corn 
under this registration; however, seed propagation over 20,000 acres per county and up to a 
combined US total of 250,000 acres per PIP active ingredient per year would utilize the 
discrete refuge options for MON 89034 x TCI507 x MON 88017 x DAS-59122-7 under 
EPA registration 524-581. · · 

Ability to plant this interspersed refuge configuration for MON 89034 x TC I 507 x 
MON 88017 x DAS-59122-7 is based on geography and the insect pressure present in 
vatious locations. In non-cotton growing regions and in cotton growing regions where 
corn earwonn is not a significant pest (i.e. the same regions where the minimum refuge 
size is 5% under Genuity™ SmartStaxrn registration 524-581), a seed mix refuge option is 
allowed. Planting SmartStax com in regions prohibiting an interspersed refuge option is 
still available to growers under registration 524-58 I. The interspersed refuge option under 
this registration is limited to planting specifically licensed seed com of MON 89034 x 
TC1507 x MON 88017 x DAS-59122-7. The seed producer must ensure a minimum of 
5% non-PIP refuge seed is included with the MON 89034 x TCI507 x MON 88017 x 

DAS-59 I 22-7 in each unit of seed com. 

The interspersed refuge option can only be used by planting seed com specifically 
generated by seed producers licensed by the registrant. With this option, the refuge seed 
may not be treated with seed-applied insecticides for Corn Rootwonn (CRW) control, and 
the refuge plants may not be treated with insecticides for Lepidopteran pest or CRW 

.,. Genuily and SmartStax: are trademarks ofMonsanto Technology LLC. 
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control unless the entire field is treated. Insecticidal treatments labeled for adult CRW 
control are discouraged during the time of adult CR W emergence. 

A schematic of the interspersed refuge from planting a seed mix of 95% MON 89034 x 
TC1507 x MON 88017 x DAS~59122~7 seed with 5% non~PIP com is shown below. This 
option is not allowed in cotton~growing regions where com earwonn is a significant pest 
(i.e. the regions where the minimum refuge size is 20% under SmartStax registration 
524-581). 

Monsanto Company 

Interspersed Refuge 

95% MON 89034 X TC1507 X 

MON 88017 x DAS~S9122~7 
and 5% non-PIP refuge 
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The table below summarizes the interspersed refuge option for each region based on the 
planting ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed mixture in cotton 
or non-cotton growing regions and the insect pressure present in those locations. 

Region 

Cotton growing where CEW is a 
significant pest and WCRW, 
NCRW, and MCRW are not 
significant: NC, SC, GA, FL, TN 
(only the counties of Carroll, 
Chester, Crockett, Dyer, Fayette, 
Franklin, Gibson, Hardeman, 
Hardin, Haywood, Lake, 
Lauderdale, Lincoln, Madison, 
Obion, Rutherford, Shelby, and 
Tipton), AL, MS, LA, AR, VA 
(only the counties of Dinwiddie, 
Franklin City, Greensville, Isle 
of Wight, Northampton, 
Southampton, Suffolk City, 
Surrey, and Sussex) 
Cotton growing where CEW is a 
significant pest and WCRW, 
NCRW, and/or MCRW are 
significant: TX (except the 
counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman), OK 
(only the counties of Beckham, 
Caddo, Comanche, Custer, 
Greer, Harmon, Jackson, Kay, 
Kiowa, Tillman, and Washita), 
MO (only the counties of 
Dunklin, New Madrid, Pemiscot, 
Scott, and Stoddard) 
Cotton growing where CEW is 
not a significant pest and 
WCRW, NCRW, and MCRW 
are not significant NM, AZ, CA, 
NV 

Non-cotton growing where 
WCRW, NCRW, and MCRW 
are not significant OR, WA, ID, 
MT, VlY, UT, VA (except the 
counties ofDinwiddie, Franklin 

Monsanto Company 07-CR-192E-2 
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City, Greensville, Isle ofWight, 
Northampton, Southampton, 
Suffolk City, Surrey, and 
Sussex), WV, PA,MD,DE, CT, 
Rl, NJ, NY, ME, MA, NH, VT, 
HI, AK, TN (except the counties 
of Carroll, Chester, Crockett, 
Dyer, Fayette, Franklin, Gibson, 
Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, 
Madison, Obion, Rutherford, 
Shelby, and Tipton) 
Non-cotton growing where Yes 
WCRW, NCRW, and/or MCRW 
are significant: KS, NE, SD, ND, 
MN, IA, MO (except the 
counties of Dunklin, New 
Madrid, Pemiscot, Scott, and 
Stoddard), IL, WI, MI, IN, OH, 
KY, CO, OK (except the 
counties of Beckham, Caddo, 
Comanche, Custer, Greer, 
Harmon, Jackson, Kay, Kiowa, 
Tillman, and Washita), TX (only 
the counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, 
Roberts, and Sherman) 

Corn Insects Controlled or Suppressed 

European corn borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com eanvonn (CEW) 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 

Fall ann)'\vorm (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm Agrotis ipsilon 

Western com rootwonn (WCRW) 
Northern com rootworm (NCRW) 
Mexican com rootworm (MCR W) 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 
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MON 89034 x TC1507 x MON 88017 x DAS~59122~7 is a product ofMonsanto's and 
Dow AgroSciences' research programs, offering unique genetic characteristics for specific 
grower needs and may be protected by one or more ofthe following U.S. patents: 
5023179,5110732,5164316,5196525,5322938,5352605,5359142,5378619,5424412, 
5554798,5641876,5717084,5728925,5804425,6018100,6025545,6051753,6063597, 
6083878,6331665,6489542,6645497,6962705,7064249, 7227056,and7250501. 

EPA Accepted: _!_!_ 
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SECTION IV 

PRODUCT ANALYSIS 

Studies and volumes addressing product analysis were previously reviewed under EPA 
registration 524-58 I. These studies are referenced by MRID in the data matrix and 
describe the a) human health and environmental assessment of MON 89034 x TC1507 x 

MON 88017 x DAS-59122-7, b) the molecular identity of MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7, and c) levels of the CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, 
Cry34/35Abl proteins produced in tissues of MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7. 
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SECTIONV 

RESIDUE DATA 

EPA has registered the CrylA.l05, Cry2Ab2, CrylF, Cry3Bbl, and Cry34/Cry35Abl 
proteins as produced in com. The safety of these proteins has been demonstrated and they 
are exempted from the requirement of a tolerance. 

Protein 

Cry_lA.l05 

CrylF 

Cry2Ab2 

Cry3Bbl 
Cry34/ 

Cry35Abl 

Monsanto Company 

Tole1·ance Exem,ption Information 
40CFR Date 

§174.502 2008 

§174.520 2001 

§174.519 2008 

§174.518 2004 

§174.506 2005 

07-CR-192E-2 

Crop(sl 

Com 

Com 

Com and Cotton 

Com 

Com 
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SECTION VI 

NONTARGET ORGANISM DATA 

Studies conducted by Monsanto to characterize the potential hazards to non-target 
organisms (NTOs) as a result of exposure to the CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, 
Cry34Abl, and Cry35Abl proteins have previously been submitted to EPA and were 
reviewed for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 under registration 
524-581, and are referenced by MRlD in the data matrix. 
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SECTION VII 

TOXICOLOGY DATA 

Studies conducted to assess the potential toxicity and allergenicity of the CryiA.105, 
Cry2Ab2, Cry1F, Cry3Bb1, Cry34Abl, and Cry35Abl and the inert proteins have 
previously been submitted to EPA and were reviewed for MON 89034 x TCI507 x 
MON 88017 x DAS-59122~7 under registration 524-581. These studies are referenced by 
l\11RID in the data matrix. Studies demonstrating functional equivalence of the E. coli- and 
plant~produced Cry1A.105, Cry2Ab2, CryiF, Cry3Bbl, Cry34/35Abl PIP proteins have 
previously been submitted to EPA and are exempted from the requirement of a tolerance: 
40 CPR §174.502, §174.519, §174.520, §174.518, and §174.506, and were reviewed for 
products TCI507, DAS-59122-7, MON 88017, MON 89034, and for MON 89034 x 
TCI507 x MON 88017 x DAS-59122-7 under registration 524-581. These studies are 
referenced by MRID number in the data matrix. The CP4 EPSPS and PAT proteins 
produced in MON 89034 x TCI507 x MON 88017 x DAS-59122-7 are classified as plant 
pesticide inert ingredients and are exempted from the requirement of a tolerance: 40 CPR 
§I 74.523 and § 174.522, respectively, and the studies pertinent to those reviews are 
referenced by MRID number in the data matrix. 
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SECTION VIII 

EFFICACY DATA 

Studies and data demonstrating the efficacy and spectrum of insecticidal activity of the 
Cry1A.I05, Cry2Ab2, Cry1F, Cry3Bbl, Cry34/35Abl proteins produced in MON 89034 x 
TCI507 x MON 88017 x DAS-59122-7 were reviewed for MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 under registration 524-581, and are referenced by MRID in 
the data matrix. Data demonstrating the efficacy of the CrylA.105, Cry2Ab2, CrylF, 
Cry3Bb1, Cry34/35Ab1 proteins produced in MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7 relative to utilization of an interspersed in-field refuge is presented in 
Volume 2 of this submission. 
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Art proved umler 40 CFR 174.523 (rtreviousty 40 CFR 180.1174) CP4 
Enolr>yncvylshikimate-3-phosr>lm.te (CP4 EPSPS) synth01se in allr>lants; 
exemrltion from tile requirement of a toler01nce. ResitJues of the CP4 
Enolpyruvylshikimate-3-JlhOSI>hate ( CP4 EPSPS} synthase enzyme in all 
rthmts 01re exemut from the retruirement of" tolerance when used ns 
r>l<urt incorr>oratetl protectant inert inuredients ill all food commodities. 
(Fecleral Register i Vol. 72. no. 79 !Wednesday. AJ"il 25, 2007! Rules and 
·Ke.uuc;nc~•n~ J Jlll· 20431-20436 ( SR 12i3i2009 
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